Acceptance Test Manual

o Preface
o Getting Help
o Conventions
o Introduction
Objective
Approach
The Kit
Instructions
Notes
How to start DFATK
How to start DFexplore
How to start DFsetup
How to start DFsend
o Module 1. Installation and Initialization
Overview
Tests & Requirements
Confirm version information can be obtained for DFdiscover
Obtain super-user privileges and remove older Acceptance Test Study, if one exists
Install the Acceptance Test Study
Define Acceptance Test Study to the DFdiscover server
Create a role and permissions for datafax
Creating study roles and permissions
o Creating user accounts and assigning study permissions
o Enable high definition imaging
Start the Acceptance Test Study Control Panel application
e Module 2. DFdiscover Client Applications
Overview
Tests & Requirements
Begin Module 2. DFdiscover Client Applications
Send PDF images to DFexplore
Resetting a user login password
Verify the online user documentation. Open the Image Router and verify the appearance of the Welcome Image
Open the Acceptance Test Study and verify the standard DFexplore views
Start DFsetup and verify version information
Verify the online setup documentation. Open the Acceptance Test Study setup and verify the standard DFsetup views
o End Module 2. DFdiscover Client Applications
« Module 3. Study Setup
Overview
Tests & Requirements
Begin Module 3. Study Setup
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
Correct field ordering on the current plate to set field traversal order for data entry
Use copy and paste to create repeating module and field references on a plate
Create user-defined query category codes
Submit a copy of the newly defined Plate 11 into the study database and retrieve the page in DFexplore Image View
Enter and save all data on the submitted plate 11
End Module 3. Study Setup
o Module 4. eCRF Creation for DFdiscover
Overview
Tests & Requirements
Introduction
Begin Module 4. eCRF Creation for DFdiscover
eCREF creation in DFsetup
eCRF background color preferences
Entering eCRF data
o End Module 4. eCRF Creation for DFdiscover
e Module 5. Custom Properties
Overview
Tests & Requirements
Begin Module 5. Custom Properties
Defining Custom Properties in DFsetup
Adding Global Custom Property values
Adding Plate, Module and Variable level Custom Property values
Exporting Custom Properties in DFsetup
Edit checks execution of Custom Properties
Creating subject data lists and exporting data views
DFexplore Database Definition Report exporting
End Module 5. Custom Properties
« Module 6. Subject Alias
Overview
Tests & Requirements
Begin Module 6. Subject Alias
Importing and Modifying Subject Alias Map using DFsetup
Creating Subjects using Subject Alias
Subject Alias Tracking (Reports)
Exporting Subject Alias data
End Module 6. Subject Alias
e Module 7. EDC Data Entry
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Overview
Tests & Requirements
Begin Module 7. EDC Data Entry
Login to DFexplore and inspect the list of sites, subjects and visits in the record list window
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
Retrieve and modify existing data using a predefined task and save modifications to the database
Confirm audit trail information for entered and modified data
End Module 7. EDC Data Entry
o Module 8. Image Data Entry
Overview
Tests & Requirements
Begin Module 8. Image Data Entry
Send 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)
o Edit an existing query
o Delete an existing query
Change data and record a reason for data change
Batch validate all opened pages for Subject 99002 to level 2
o Confirm the status of entered pages in Status View
o End Module 8. Image Data Entry
e Module 9. User-defined Query Category Types
Overview
Tests & Requirements
Begin Module 9. User-defined Query Category Types
Retrieve an existing data record in DFexplore
o Apply a user-defined Category query
Add a reason for Data Value to explain entered data
Edit an existing query
Delete a user-defined Query Category that is used by an existing query
Delete a user-defined Category query
o _End Module 9. User-defined Query Category Types
e Module 10. Multiple Queries Per Field
Overview
Tests & Requirements
Begin Module 10. Multiple Queries Per Field
Submit PDF images to DFdiscover
Enable multiple queries per field in DFsetup
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
End Module 10. Multiple Queries Per Field
e Module 11. Data Review
Overview
Tests & Requirements
Begin Module 11. Data Review
Retrieve all data for Site 99 that exists at level 3
Review and approve a pending reason for data value, and approve a selected query in a field that has multiple queries
Review and move approved reasons for data values to a higher workflow level, and review queries in a field that has multiple queries
Data review and add a query to inconsistent data
Review and complete pending data for Subject 99007
Confirm audit trail information for reviewed and modified data
Run batch edit checks to verify data integrity
o Use a data expression to retrieve specific subject information
Use cross-plate data criteria to retrieve specific subject information
End Module 11. Data Review
o Module 12. External Query Reports
Overview
Tests & Requirements
Begin Module 12. External Query Reports
Obtain database query metrics and details using Status and List Views to review all outstanding queries prior to query report creation
Run database integrity check report DF_XXkeys to export all key fields and visit dates from required plates in the database
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
Execute DF_QCstatus to verify that a new query report was created by listing all reports in the QC/NEW directory
Execute DF_QCview to display the newly created query report
Execute DF_QCprint to print the query report from the QC/NEW director
Comparing several examples from the printed query report against their corresponding queries in the study database
Execute DF_QCfax to email the query report to a valid email account
Verify the status of the queries in the sent report
End Module 12. External Query Reports
o Module 13. Replying to EDC Queries, eSignatures
o Overview
o Tests & Requirements
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o Begin Module 13. Replying to EDC Queries, eSignatures
o Determine a count of outstanding queries in Status View
o Review outstanding queries in Queries View
o Using EDC, locate and reply to outstanding clarification queries
o Add an Electronic Signature (eSign) to a set of completed subject records
o Verify removal and Re-applicaton of eSignatures
o End Module 13. Replying to EDC Queries, eSignatures
e Module 14. Re-submitting Query Corrections
Overview
Tests & Requirements
Begin Module 14. Re-submitting Query Corrections
Submit PDF images to DFdiscover
Verify that all CRFs have arrived successfully in Image view
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
Enter Form 2, Subject 99004, resolve outstanding queries, and save the corrected CRF to the database
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
Review, correct and approve a pending query reply for Form 1, Subject 99007
Confirm query resolution by examining the database status
End Module 14. Re-submitting Query Corrections
e Module 15. Data Export and DFsas
Overview
Tests & Requirements
Begin Module 15. Data Export and DFsas
Export date values in calender format and save the exported data to a file on the local computer
Export date values from the database and save the exported data to a file on the local computer
Examining data values according to user-specified criteria
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
End Module 15. Data Export and DFsas
o Module 16. PDF File Creation
Overview
Tests & Requirements
Begin Module 16. PDF File Creation
Retrieve existing data according to user-specified criteria
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
Create a complete subject package PDF file that includes data records. CRF images and audit trail
Open and view a PDF subject package using a PDF viewer application
End Module 16. PDF File Creation
o Module 17. DFweb Data Entry
Overview
Tests & Requirements
Begin Module 17. DFweb Data Entry
Resetting a user login password
Verify DFweb version information, logging into DFweb and DFweb site certificate verification
Copying URL and changing user passwords
Creating a new subject, entering subject data
Adding. modifying and resolving queries
Adding, reviewing and downloading subject documents
Add an Electronic Signature (eSign) to a set of completed subject records
Verify removal and Re-application of eSignatures
Verify DFweb saves eSignature task data to the specified save level
End Module 17. DFweb Data Entry
o Module 18. DFcollect Mobile Data Collection
Overview
Tests & Requirements
Begin Module 18. DFcollect Mobile Data Collection
Installation, App preferences
Resetting a user login password
Online data record creation
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
Adding, reviewing and downloading subject documents
Confirming data sent to the server using DFexplore
Add an Electronic Signature (eSign) to a set of completed subject records
Verify removal and re-application of eSignatures
Verify DFcollect saves eSignature task data to the specified level
Verify no saved data remains upon uninstallation and reinstallation of DFcollect.
End Module 18. DFcollect Mobile Data Collection
o Module 19. DFengage ePRO Data Entry
Overview
Tests & Requirements
Begin Module 19. DFengage ePRO Data Entry
Create DFengage users role in DFadmin
Add bulk DFengage users accounts to DFadmin
Installation and initial DFengage login
Complete a task in online mode
Complete a task in offline mode
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Sync data collected offline to your DFdiscover server
Resetting a user login password

Enter data in DFengage Web

Configure and receive DFengage notifications

Confirm logout of DFengage application clears data history

Confirm data sent to the server using DFexplore
End Module 19. DFengage ePRO Data Entry

o ATK Worksheet
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Using the Worksheet

Module 1. Installation and Initialization
Module 2. DFdiscover Client Applications
Module 3. Study Setup

Module 4. eCRF Creation for DFdiscover
Module 5. Custom Properties

Module 6. Subject Alias

Module 7. EDC Data Entry

Module 8. Image Data Entry

Module 9. User-defined Query Category Types
Module 10. Multiple Queries Per Field

Module 11. Data Review

Module 12. External Query Reports

Module 13. Replying to EDC Queries, eSignatures
Module 14. Re-submitting Query Corrections
Module 15. Data Export and DFsas

Module 16. PDF File Creation

Module 17. DFweb Data Entry

Module 18. DFcollect Mobile Data Collection
Module 19. DFengage ePRO Data Entry Data Entry
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Discrepancy Information
Signature and Date

o Copyrights
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Preface

DFdiscover Release 5.11.0

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.

June 01 2026

Copyright © 2026 DF/Net Research, Inc.

Getting Help

For software support, Please contact the DFdiscover team:

« via email, help@dfnetresearch.com.
o Visit our website, https://www.dfnetresearch.com.

Conventions

A number of conventions have been used throughout this document.

Any freestanding sections of code are generally shown like this:

DFdiscover 5.11.0
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# this is example code
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.
o 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.
« Text on user interface labels or menus is shown as: Printer name, while buttons in user interfaces are shown as .

« Menus and menu items are shown as: > [Exitl.
Introduction

Objective

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.
o Follows a logical data flow and processing path from user's viewpoint.
« Starts with a complete study already setup using the DFdiscover software.

« 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.

« 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:
« 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.
o 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.

e 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.

o Within each module, tests must be executed in order.
o Execute module completion, by clicking once all module tests have been performed.

o Complete test summary in the form of the ATK worksheet and, if necessary, discrepancy reports.

NOTE: The provided ATK worksheet provides a convenient checklist for each module allowing for a phsyical deliverable for documentation purposes. Included with this
checklist is the discrepancy report template, which can be used to track any unexpected issues or test discrepancies encountered while running the ATK. These forms are
able to be completed digitally using a web browser for interactive field inputs or supported Adobe PDF tool to fill in input fields, or manually using printed paper copies.

Notes
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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.

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

clarity.

Images in this manual are of the applications running in the Windows 11 operating system. If you are running the applications on macOS, the appearance of the windows, dialogs

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 (reversed) for

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 [Cogin).

DFdiscover Server

4] explore.dfdiscover.com

DFATK - DFdiscover Acceptance Test Kit (ATK)

Username

Password

Home | Proxy Config # | About

How to start DFexplore

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 to login.

@) Drexplore - DFdiscover Data Management

dfexplore

DFdiscover Server

@ explare.didiscover com

Username

data_manager

Password

sssssssse

[ B

— = *

Home Studies mage Router | Topics | About

\Acceptance Test Study|

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
DFdiscover 5.11.0

Acceptance Test Manual
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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 = a 5

dfsetup S, Gl A ke

DFdiscover Server

@ explaredidiscover com ~

Username
|

Password

Forgot Password?

OR m Login with Microsoft

Welcome to explore.dfdiscover.com

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

[ DFsetup - Drdiscover Study Setup = =] o

dfsetup
Btfe s S EEI=1 1] 1]

= explore.dfdiscover.com v

Username

data_manager

Acceptance Test Study|
Password

sssssssee

T

How to start DFsend

« 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 to login.
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[8 DFsend - Send PDFs to DFdiscover

dfsend

DFdiscover Server

8 explare.didiscover.com| v

Username

Password

Forgot P

OR B Login with Microsoft

Proxy Config 48 | Topics | About

Welcome to explore.dfdiscover.com

NOTE: If an account with a 2-factor authentication method is used to login, then the you will need to enter the code sent to the 2-factor authentication method selected in

DFadmin upon logging in with a password.

Module 1. Installation and Initialization

Overview

Prerequisites:

o Licensed and Configured DFdiscover 5.11.0 installed on Study Server

o DFdiscover supported email service running on Study Server (Example: postfix)
« DFdiscover 5.11.0 Client Tools Installation on Local Computer

o Super-user level access on Study Server for Installation of DFATK Packages

Client Tools Used: DFATK, DFexplore, DFadmin

Purpose: This module installs the DFATK modules, defines and imports the Acceptance Test Study to the DFdiscover server, and configures the DFdiscover user accounts for all
following ATK Modules. This module is intended to be run by a systems administrator or IT staff due to server access requirements. This module is a prerequisite for all following
modules.

Tests & Requirements

1.

9.

Confirm version information can be obtained for DFdiscover.

. Install the Acceptance Test Study.
. Define Acceptance Test Study to the DFdiscover server.
. Create a role and permissions for datafax.

. Creating study roles and permissions.

. Enable high defintion imaging.

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

. Creating user accounts and assigning study permissions.

Start the Acceptance Test Study control panel application.

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 5.11.0

Acceptance Test Manual
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@ DFexplore - DFdiscover Data Management

dfexplore

DFdiscover Server

2026 Version 5.11.0 Home Proxy Canfig @ Topics About

Username

& :
4" dfdiscover

Forgot P

In the login dialog, click About. Confirm that the version information in the dialog matches the installed software Version 5.11.0.

@ Drexplore - DFdiscover Data Management

dfexplore

DFdiscover Server

— =] ped

2026 Version 5.11.0 Home | ProxyConfig 88 | Topics | About

Username

dfexplore

Version 5.11.0 (Build: 2026/05/19)

Forgot Password?

1990 - 2026 DF/Met Research, Inc
All rights reserved

4. If the version is not DFdiscover 2026 Version 5.11.0, you must stop at this point. The Acceptance Test Kit is specifically designed for release DFdiscover 2026 Version 5.11.0.
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.

DFdiscover 5.11.0 Acceptance Test Manual Page 9 of 313



&F Dradmin - DFdiscover System Administration

& dfadmin

DFdiscover Server

2026 Version 5.11.0 Home | ProxyConfig 48 | Topics | About

@ explaredidiscover com

Username

Password

Forgot Password?

OR B Login with Microsoft

Welcome to explore.dfdiscover.com

on your DFdiscover Server will be displayed in the studies list.

& DFadmin [datafax@explore.dfdiscover.com]

. 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

e

Refresh

File Edit Action Help
Studies Roles Users Status License Master Traffic

Studies  Select Al Show: (@) Enabled Disabled Restricted ~ Q Wildcard Search ®
Number ~ Name Status

B 254 Acceptance Test Study available
Study # Users @ Al () Administrators

Username ~ Full Name Affiliation Admin Host Tool Since
Services Licensed Users

Name Status Username ~  Host

Inbound service Enabled datafax 192.175.83.10

Outbound service Processing on explore.dfdiscovercom

Server version 5110

Server time 2026/05/2100:12

3. Select the entry for 254 Acceptance Test Study from the list of studies. Select [Action]

@ DFadmin - Status ? x
Specify the DFdiscover message:

\smdy Removal|

Study to be disabled: 254

4. Click [Disable] to disable the Acceptance Test Kit.

5. Click Studies tab. Select the entry for 254 Acceptance Test Study if it is not already highlighted. Click
DFdiscover.

6. Click [Delete]

@ DFadmin - Studies ?

in the confirmation dialog to continue with the delete.

*

Study 254 ‘Acceptance Test Study’

The study will be deleted from the DFdiscover study registry,
DFstudies.db.

Mo 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.

Cancel

DFdiscover 5.11.0 Acceptance Test Manual

> [Disable study/>. In the confirmation dialog, enter the text Study Removal.

. From the 3 delete options, choose Remove Study from
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7. In the Remove Study dialog, Uncheck (disable) Archive Study Permissions and click Continue].

@ DFadmin - Remove Study ? 4

0 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 T X

Study 254 'Acceptance Test Study’

Re-enter your password to confirm study removal.

Cancel

Install the Acceptance Test Study

NOTE: Existing Acceptance Test Kit directories, val254 and .val254_states, must be removed prior to installation of the DFdiscover 2026 Version 5.11.0 Acceptance Test Kit. This
is because the study directory structure and/or base states have changed with DFdiscover 2026 Version 5.11.0.

If the directories are present at this time, installation of the DFdiscover 2026 Version 5.11.0 Acceptance Test Kit will create TAR file of the existing installation and re-install the
updated DFdiscover 2026 Version 5.11.0 val254 and .val254_states directories.

e The DFATK-5.11-0.x86_64.rpm file can be found on www.dfnetresearch.com in the Support section. After downloading the DFATK-5.11-0.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-5.11-0.x86_64.rpm
OR, specify an alternative installation location:

# rpm -ivh --prefix=NEWPATH DFATK-5.11-0.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

@ DFadmin - New Study ? X

These configuration parameters are required to define the new study:

Study Number 354 |

Study Name |A(EEptan(E Test Study ‘

Study Space | opt_studies v

Study Folder [(aio54 ‘

() New Study
(®) Restore previous Study at this location
() Restore previous Study with new Study Number

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
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the name of a networked printer in the Preset Printer field.

@ DFadmin [datafax@explore.dfdiscover.com]

- o
File Edit Acion Help
Studies Roles Users Status License Master Traffic
Studies | Q_Wildeard Search... ]
Number Name Status New
Delete
Save
Revert

Configurations  Auto Logout  Permissions ~ Watermark  History

Study Mumber 254

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 K8 S

Study URL I

Allow Lacal Cache []
Input Validation [ Enforce protection against XSS attacks

Version Strict All minor versions supported

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

5. Select

Create a role and permissions for datafax

> or click [Save] to save the configuration information.

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.

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

Studies Roles Users

Status

License Master

Traffic

Users (1)

Username 2FA Status  SSO Only

Username  datafax Status | Active

New Password

User Profile  Preferences  Permissions ~ ePRO Admin Permissions  History

Affiliation

@® Al O Administrators

New / Find
Duplicate
Delete
save
Revert
Al Users

Filter by Roles

Add Bulk Users

L ]

Wildcard Search

Full Name |DFdiscover Admin

Affiliation

Address
City

State

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.

DFdiscover 5.11.0
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& DFadmin [datafax@explore.dfdiscover.com]

- o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q_Wildcard Search | Roles (0)
Name Hew
Copy
Paste
Save
Revert
Delete
Assign to users
Name Status Inactive
Description
Tools & Reports  Auto Logout Permissions  Restrictions History
DFexplore & API Clients Server & DFsetup DFdiscover Reports Study Reports
DFexplore Views Server DF_ATcrfs
Batch Edits Run Report
Dashboard Export Data DF_ATmods
Data Batch Edit checks DF_CTerfs
Data - Attach subject document. Attach Document DF_CTpages
Data - Import subject CRFs Import Data DF_CTqcs
Data - Submit PDF Setup DF_CTvisits
h Selact View DF_Cycles
Tmage 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 to add a new user role. In the dialog, enter the role name Unrestricted.

@ DFadmin - New Role ? X

Specify a unigue role name.

|unrestricted] |

Cancel

4. Click to create the new role Unrestricted.

& DFadmin [datafax@ explore.dfdiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies [ Q_ Wildeard Search... | Roles (1)
Number  Name Status Name (=0
[2] 254 Acceptance Test Study _available [& unrestricted Copy
Paste
Save
Revert
Delete
Assign to users
Name  [Unrestricted Status | Adtive v
Description |
Tools & Reports  Auto Logout  Permissions  Restrictions  History
[ DFexplore & API Clients [ server & DFsetup [ prdiscover Reports [ study Reparts
DFexplore Views ~|[server /00 oF_aTarts ~
[ Batch Edits [ Run Report [ oF_ATfaxes
[ Dashboard [ Export Data [ DF_ATmods
O pata [ Batch Edit checks [ bF_CTerfs
[ Data - Attach subject document [ Attach Document [ bF_CTpages
[ Data - Import subject CRFs [ Import Data [ DF_CTqes
[ pata - Submit PDF Setup [ DF_CTvisits
[ Data - with Select O View [ bF_cycles
[ 1mage [ Plates [] DF_CydleVisits
[ Image - Create tasks [ Edit checks [ DF_DatabaseDefinition
[ Image - Delete new records [ Lookup Tables [ bF_bataEntryTimeTrend
[ Image - Raw data entry [ sites [ DF_Enroliment
O uist || O Missing Map | |0 pF_Iccenters .

5. Define Tools & Reports permissions for the Unrestricted role. Highlight Unrestricted in the Roles list to make it the active role. Enter Full Permissions in the Description field.
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@ DFadmin [datafax@ oplore.dfdiscover.com]
File Edit Action Help

Studies Roles

Studies | Q Wildcard Search...

Number  Name Status

[2] 254 Acceptance Test Study _available

name  [unrestricted

Status Active

- o

Users Status License Master Traffic
| Roles (1)

Name - New

Copy

Paste

Save

Revert

Delete

Assign to users

Description [Full Permissions]

Tools & Reports | Auto logout  Permissions  Restrictions
[ DFexplore & API Clients

History

[ Server & DFsetup

[ bFdiscover Reparts

[ study Reports

DFexplore Views

[ Image - Create tasks

[ Image - Delete new records
[ Image - Raw data entry

[ List

[ Edit checks
[ Lookup Tables
[ sites

[ Missing Map

A |[server A||[] DF_ATerfs ~
[ satch Edits [ Run Report [ DF_ATfaxes

[ Dashboard [ Export Data [ bF_ATmods

[ pata [ eatch Edit checks [ bF_CTerfs

[ Data - Attach subject document [ Attach Document [ DF_CTpages

[ Data - Import subject CRFs [ Import bata [ bF_CTaes

[] Data - Submit PDF Setup [ DF_CTvisits

[ pata - with Select 0 View [ DF_Cycles

[ Image [ Flates

[ DF_Cyclevisits
[] DF_DatabaseDefinition

[ oF_Enrollment

- || DF_ICcenters

[ DF_DataEntryTimeTrend

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.

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

Studies Roles

Studies | Q_ wildcard search...

Number  Name Status

[2] 254 Acceptance Test Study _available

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

Name  [unrestricted

Status | Active

Assign to users

Description [Full Permissions

Tools & Reports  Auto Logout  Permissions  Restrictions

DFexplore & API Clients

History

Server & DFsetup

DFdiscover Reports

Study Reports

DFexplore Views Server DF_ATcrfs ~
Batch Edits Run Report DF_ATfaxes
Dashboard Export Data DF_ATmods
Data Batch Edit checks DF_CTerfs
Data - Attach subject document Attach Document DF_CTpages
Data - Import subject CRFs Import Data DF_CTqes
Data - Submit PDF Setup DF_CTuisits
Data - with Select View DF_Cycles
Image Plates DF_Cydlevisits
Image - Create tasks Edit checks DF_DatabaseDefinition
Image - Delete new recards Lookup Tables DF_DataEntryTimeTrend
Image - Raw data entry Sites DF_Enrollment
List Missing Map

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

o Write Levels = 0-7

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)

DFdiscover 5.11.0
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& DFadmin [datafax@explore.dfdiscover.com]

- o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q_Wildcard Search... | Roles (1)
Number  Name Status Name - New
[ 254 Acceptance Test Study _availsble Copy
Paste
Save
Revert
Delete
Assign to users
name  [unrestricted Status | Adtive v
Description [Full Permissions
Tools &Reports  AutoLogout  Permissions  Restrictions  History
Gat Show Show Modify Write Data Queries Reasons
Visits  Plates Levels Hidden Fields Int. Queries  Levels Levels £ M D L B ¢ M D A R c M 0D
AL AL AL [ Show & show o7 07 [m] @
O show [ Show O o o o d o o o aga o O o o

10. Select

> or click [Save] to save settings for role Unrestricted.

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@ oplore.dfdiscover.com]
File Edit Action Help

Studies Roles Users Status

- a X

License Master Traffic

Users (1)

Usemame  Password Bxpiry  2FA Status 550 Only Full Name Affiliation

@® Al O Administrators
Admin New / Find

Username  datafax Status | Active [ sso only New Password

UserFrofile  Preferences  Permissions  ePRO Admin Fermissions  History

Duplicate
Delete
Save
Revert
Al Users
Filter by Roles

L

Wildcard Search

Add Bulk Users

Study or DFdiscover Administrator |DFdiscover

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.
o Sites = All
o Subjects = All

o Role Name = Unrestricted

DFdiscover 5.11.0

Select 254 Acceptance Test Study from the Study drop-down. Set:
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@ DFadmin [datafax@ oplore.dfdiscover.com]
File Edit Action Help

Studies Roles Users Status

License Master

Traffic

Users (1)
Usemame  Password Bxpiry  2FA Status 550 Only Full Name Affiliation

Username  datafax Status | Active [ sso only New Password

UserProfile  Preferences  Permissions  ePRO Admin Permissions  History

® Al O Administrators

Admin

New / Find
Duplicate
Delete
save
Revert
All Users
Filter by Roles

L

Wildcard Search

Add Bulk Users

Study or DFdiscover Administrator |DFdiscover

Allow access to Image Router

Study Roles
Study Sites Subjects Role Name
| 254 Acceptance Tost stusy 18 AL Unrestriced el
< >
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.
& DFadmin [datafax@explore.dfdiscover.com] — [u] X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies [ Q_ ildeard Search... | Roles (1)
Number  Name Status Name New
Unrestrited 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 Levels Hidden Fields Int. Queries Levels Levels [ M D L P c M D A R < M D

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

2. Inthe 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 7 X

Specify a unigue role name.

|dam;uurdmamrl

in the New Role dialog to apply the role name.

DFdiscover 5.11.0
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& DFadmin [datafax@explore.dfdiscover.com]

- o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q_Wildcard Search... | Roles (2)
Number  ame status Name - New
(& Unrestricted Copy
Paste
save
Revert
Delete.

Assign to users

Name [data_coordinator Status | Adtive
Description |
Tools &Reports  AutoLogout  Permissions  Restrictions  History
Gat Show Show Modify Write Data Queries Reasons
Visits Plates Levels Hidden Fields Int. Queries  Levels Levels £ M D L B c M D2 A R £ M D A
O show [ show O o g a o o o oo O o o od
4. In the Description field enter: Levels 0-4, data entry and meta data.
@ DFadmin [datafax@eplore.didiscover.com] - o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q Wildcard Search... | Roles(2)
Number  ame Status Name - New
(& Unrestricted Copy
Paste
Save
Revert
Delete

Name [data_coordinator

Status Active

Assign to users

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

Tools &Reports  Autologout  Permissions  Restrictions  History
Get Show Show Madify Write Data Queries Reasons
Visits Plates Levels Hidden Fields Int. Queries  Levels Levels £ M D L P c M D2 A R £ M D A
O show O show O o g O 0o o g O o o od

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

@ DFadmin [datafax@explore.dfdiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies [ Q Wildcard Search... | Roles (2)
Number  Name Status Name - New
(& Unrestricted Copy
Paste
Save
Revert
Delete

Name [data_coordinator

Status Active

Assign to users

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

Tools & Reports  Auto Logout  Fermissions  Restrictions  History
DFexplore & API Clients Server & DFsetup Fdiscover Reports Study Reports

DFexplore Views |[server DF_ATerfs ~

Batch Edits Run Report DF_ATfaxes

Dashboard Export Data DF_ATmods

Data Batch Edit checks DF_CTerfs

Data - Attach subject document Attach Document DF_CTpages

Data - Import subject CRFs Import Data DF_CTqes

Data - Submit PDF 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_DataEntryTimeTrand

Image - Raw data entry Sites DF_Enrollment

List Missing Map

DF_ICcenters

DFdiscover 5.11.0
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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.

@ DFadmin [datafax@explore.dfdiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q_ wildcard search... | Roles (2)
Number  Name Status Name - Nowj
u com

Paste
Save
Revert
Delete

Name [data_coordinator

Status Active

Assign to users

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

Tools & Reports  Auto Logout  Permissions  Restrictions  History
Initial 5 Minutes =
Maximum 30 Minutes 2

Tnherit from Study

7. Click Permissions tab.

@ DFadmin [datafax@explore.dfdiscover.com]

- o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q_ Wildeard Search... | roles (2)
Number  Name Status Name - (ED
u o

Paste
Save
Revert
Delete

Name [data_coordinator

Status Active

Assign to users

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 < M D L B 9 M D A R < M D A
[ show [ show O o o o g O oo o o O o o d

8. Set data permissions with the following settings:
o Visits = ALL
o Plates = ALL
o Levels = 0-4
o Check (enable) Show Hidden Fields
o 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)

DFdiscover 5.11.0

Acceptance Test Manual

Page 18 of 313



& DFadmin [datafax@explore.dfdiscover.com]

- o
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q_Wildcard Search... | Roles (2)
Number  Name Status Name . New
u Copy
Paste
Save
Revert
Delete

Name [data_coordinator

Status Active

Assign to users

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 < M D L P < M D 14
AL AL 04 Showe Show 04 04 a =
Dl show [ Show OO0 0o oo 000 O
9. Click [Save] to save the role.
10. Click [Copy] then [P specify a role name of site_monitor. Click
11. Click Restrictions tab.
12. 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 No A=32
o No R = blank
Click [Save).
@ DFadmin [datafax@explore.dfdiscover.com] - a x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Studies | Q_ Wildcard search... | Roles (3)
Status Name . New
Unrestricted Copy
data_coordinator Paste
Save
Revert
Delete

Name |[site_monitor

Status Active

Assign to users

Deseription [Monitor Permissions

Tools & Reports  Auto Logout  Permissions  Restrictions  History

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

=
2]

vists  Plates NoC NoM  NoD NoA
ALL ALL 130,32 32 130,32 32

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

14. Click Permissions tab.

15. Enter a Description of eSignature Permissions. Set data permissions as follows:

o Visits = ALL
o Plates =1,7

o Levels = ALL
DFdiscover 5.11.0
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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 [datafax@ oplore.dfdiscover.com]
File Edit Action Help

Studies Roles

Status

License Master

Studies | Q Wildcard Search

Number  Name Status

[2] 254 Acceptance Test Study _available

Name [site_investigator

Description [eSignature Permissions

Status Active

Roles (3)
Name
Unrestricted
data_coordinator

[@ site_investigator

- a

Traffic

Nevs
Copy
Paste
Save

Revert

Delete.

Assign to users

X

Tools &Reports  Auto Logout  Permissions  Restrictions

Get Show Show Modify Data Queries Reasons

Visits Plates Levels Hidden Fields Int Queries  Levels < M D L B < M o A R 14 M D A
AL 1,7 AL Shows Show 07 &l
[ show [ show O o o o g O oo o o O o o d

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

7

x

(@) Create new user |data_coordinator|

() Find existing user Email

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

o Email = Your email address

Cancel

NOTE: A valid email address is required to receive module specific PDF files if you have not specified a printer in the Master view.
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@ DFadmin [datafax@explore.dfdiscover.com]
File  Edit  Action  Help

Studies Roles Users Status License Master Traffic

Users (1245) © Al O Administrators

Username ~ Password Expiry 2FA Status S50 Only Full Name Affiliation Admin New / Find

Duplicate
Delete
Save
Revert
Al Users
Filter by Roles
data_coordinator
Wildeard Search

Add Bulk Users

Usemame  data_coordinator  Status  Inactive ~ New Password

User Profile  Preferences  Permissions  ePRO Admin Permissions  History

FullName  data_coordinator

Affilition  DFnet

Address

City
State

Postal Code

Country

Telephone

Fax

Email i |

() Two-factor authentication required
() 550 Only

6. If your server is configured to support Azure SMS services, and your cell phone number is within the supported region, then additionally enter these settings into the User Profile
section, otherwise, skip to Step 7:

o Telephone = Your Cell Phone Number
o Two-factor authentication required = Checked (enabled)

o Send code by = Azure SMS

NOTE: Phone numbers entered for Azure SMS services must match the format for the Azure SMS configuration and region for your Azure Instance. Phone numbers must
additionally include the country and area code of the designated number.

& DFadmin [datafax@explore.dfdiscover.com]
Fle  Edit  Adion  Help
Studies Roles Users Status License Master Traffic

Users (1245) O a1 O Administraters

Usemname ~  Password Expiry 2FA Status S50 Only Full Name Affiliation Admin New / Find

Duplicate
Delete
Save
Revert
Al Users
Filter by Roles
data_coordinator
Wildeard Search

Add Bulk Users

Usemame  dats_coordinator  Status  Inactive ~ New Password

UserProfile  Preferences  Permissions  ePRO Admin Permissions  History

Full Name ~ data_coerdinator

Affiliation  DFnet

Address

City
State

Postal Code

Country

Telephone X XX XXX 300K

Fax

Email m

@ Two-factor authentication required  Send code by () email € Azure SMS
(D) ss0 only

7. No further user profile information is needed. Click (Save)

8. With user data_coordinator still as the active user, click Permissions tab. Check (enable) Allow access to Image Router.
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@ DFadmin [datafax@explore.dfdiscover.com]

= o
Fle  Edit  Adion  Help
Studies Roles Users Status License Master Traffic
Users (1245) © a1l O Administrators
Username ~ Password Expiry 2FA Status S50 Only Full Name Admin Mew / Find

Duplicate
Delete
Save
Revert

Al Users

Filter by Roles

data_coordinator

‘Wildcard Search

Add Bulk Users
Usemame  data_coordinator  Status

Inactive ~ New Password

UserProfile  Preferences  Permissions  &PRO Admin Permissions  History.

Study or DFdiscover Administrator  None
1@ Allow access to Image Router
Study Rel

Study v Sites

Subjects Role Name

9. 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

o Sites = All
o Subjects = All

o Role Name = data_coordinator

& DFadmin [datafax@explore.dfdiscover.com]
Fle  Edit  Acion  Help

Studies

Roles

Users (1245)

Username =

Password Expiry 2FA Status S50 Only

Users Status

Full Name

Affiliation

License Master

© Al O Administrators

Admin

Traffic

New / Find
Duplicate
Delete
Save
Revert
All Users

Filter by Roles

data_coordinator

‘Wildeard Search

Add Bulk Users

Username  data_coordinator  Status  Inactive  ~ New Password
UserProfile  Preferences  Permissions  cPRO Admin Permissions  History.
Study or DFdiscover Administrator  None
@ Allow access to Image Router
Study Rel

Study “ Sites Subjects Role Name
@ 254 Acceptance TestStudy  ALL ALL data_coordinater Jiai)

10. Select Active from the Status drop-down list to change the status from Inactive to Active for user data_coordinator.

DFdiscover 5.11.0

Acceptance Test Manual

. Set:

Page 22 of 313



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

Studies Roles Users Status License Master Traffic
Users (1243)

O al O Administrators
Usemame ~ Password Expi 2FA Status S50 Only Full Name Affiliation

Admin

New / Find

Duplicate
Delete
Save

Revert

All Users

Filter by Roles

data_coordinatar

Wildeard Search

Add Bulk Users
Username  data_coordinator  Status  Active ~ New Password

UserProfile  Preferences  Permissions  ePRO Admin Permissions  History

Study or DFdiscover

None
@ Allow access to Image Router
Study Rl
Study ¥ Sites Subjects Role Name
@ 254 Acceptance TestStudy  ALL ALL
L]

data_coordina Role Name

11. 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.

12. 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)

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

o Subjects = ALL

o Role Name = data_coordinator

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

14. With data_coordinator as the active user, click [Duplicate|. In the dialog enter a username of data_manager. Click .

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

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

a X
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
& dato_coordinator  2025-11-05 data_coordinator

DFnet

Duplicate
[E comomoger — wocouwewr e |
& datafax 2026-02-03

DFdiscover Admin

Delete
DFdiscover
Save
Revert
All Users
Filter by Roles
Wildcard Search
< > | Add Bulk Users
Username data_manager Status | Inactive ~ New Password
UserFrofile  Preferences  Permissions  ePRO Admin Fermissions  History
Study or DFdiscover Administrator |Acceptance Test Study
Allow access to Image Router
Study Roles
Study Sites Subjects Role Name
254 Acceptance Test Study AL ALL data_coordinator ]

16. 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
DFdiscover 5.11.0
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o Subjects = ALL

o Role Name = Unrestricted

@ DFadmin [datafax@explore.didiscover.com] - o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (3) ® Al O Administrators
Username Password Bxpiry  2FA Status 550 Only Full Name Affiliation Admin New / Find
2 20; DFnet Duplicate
Delete
& datafax 2026-02-03 DFdiscover Admin DFdiscover
Save
1 Revert
All Users
Filter by Roles
L
Wildcard Search
< > | Add Bulk Users
Username  data_manager Status |Inactive - New Password

User Profile  Preferences  Permissions RO 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 |

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

18. 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 [Savel.

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

19. Click data_coordinator to make it the active user. Click . In the dialog enter a username of site_monitor. Click -
20. 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] - [u}] X

File Edit Action Help

Studies Roles Users Status License Master Traffic
Users (4) @ Al O Administrators
Username Password Expiry ~ 2FA Status  SSO Only Full Name Affiliation Admin New / Find
& data_coordinator  2025-11-05 data_coordinator DFnet Duplicate
& data_manager  2025-11-05 data_manager DFnet 254
Delete
2 2 DFdiscover
Save
Revert
f Al Users
Filter by Roles

Wildcard Search

Add Bulk Users

Username  site_monitor Status | Inactive v New Password

User Profile  Preferences  Permissions  ePRO Admin Permissions  History

Study or DFdiscaver Administrator |None

[ Allow access to Image Router
Study Roles
Study Sites Subjects Role Name

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

22. 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

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

23. With site_monitor as the active user, click [Duplicate]. In the dialog enter a username of site_invest. Click
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& DFadmin - Duplicate User ? 4

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

|s\tE _invest|

24. Specify a Full Name of site_investigator. Check (enable) Two-factor authentication required. When 2-factor authentication is enabled, you will need to enter an email address.
Alternatively, if Azure SMS is configured and enabled on your server, you may enter a phone number in the supported region of your Azure SMS configuration in the telephone

field, and select Azure SMS in the Send code by field.

& DFadmin [datafax@explore.didiscover.com]

- o x
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (5) @® Al O Administrators
Username Password Expiry ~ 2FA Status  SSO Only Full Name Affiliation Admin New / Find
& data_coordinator 2025-11-05 data_coordinator DFnet Duplicate
& dats_manager  2025-11-05 data_manager DFnet 254
Delete
2 dataf: 20 d Admin DFdiscover
Save
& site_monitor 2025-11-05 site_monitor DFnet [zl
All Users
Filter by Roles
Wildcard Search
Add Bulk Users
Username site_invest Status  Inactive v News Password

User Profile  Preferences  Permissions  ePRO Admin Permissions  History

Full Name [site_investigator

Affiliation [DFnet

Address |

ay |

State

Fostal Code

Country

Telephone

Fax

Emal  [youremail@yourdomain.com

Twio-factor authentication required
[ sso only

25. 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

@ DFadmin [datafax@explore.dfdiscover.com]

o X
File Edit Action Help
Studies Roles Users Status License Master Traffic
Users (5) ® Al O Administrators
Username Password Expiry  2FA Status S5O Only Full Name Affiliation Admin New / Find
& dats_coordinator  2025-11-05 data_coordinator DFnet Duplicate
& data_manager  2025-11-05 data_manager DFnet 254
Delete
& datafax 2026-02-03 DFdiscover Admin DFdiscover
Save
& site_monitor 2025-11-05 site_monitor DFnet Revert
All Users
Filter by Roles
Wildcard Search
Add Bulk Users
Username  site_invest Status | Inactive ~ New Fassword
UserProfile  Preferences  Permissions  ePRO Admin Permissions  History
Study or DFdiscover Administrator |None
[ Allow access to Image Router
Study Roles
Study Sites Subjects Role Name
B —— s @

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

27. 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

DFdiscover 5.11.0
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NOTE: Remember the password assigned in this test step as it is needed in future tests.

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

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

Studies Roles Users Status License Master Traffic

Studies | Q Wildeard 5

Number  Name status New

Delete.

Save

Revert

Configurations ~ Auto Logout  Permissions  Watermark  History

@{SimplifiediO Detailed history | Refresh Filter... users Save As...

Date and Time Detail

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,

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

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 & AP Clients "All",

4 DFdiscover Reports "All", Study Reports "All", Server & DFsetup "All", Tnitial Auto Logout "Inherit from Study”, Maximum Auto Logout "Inherit from Study”

datafax granted study "254 - Acceptance Test Study" role "data_coardinator” permission with Status "Active”, Visits "All", Plates "All', Data "Create, Modify, Delete, Missed", Queries "Create,
5 Madify, Delete, Approve, Reply", Reasons "Create, Modify, Delete, Approve”, Levels "All", Modify Levels "0-4", Virite Levels "0-4", Hidden Fields "Show all", Internal Queries "Show all”
g 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 & AI Clients "All",

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_investigator” permission with Status "Active", Visits "All’, Plates "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", Write Levels "0-7", Hidden Fields "Show all',
Internal Queries "Show all”

2024-02-22 14:20:43 datafax granted user "data_coordinator access to study "254 - Acceptance Test Study" role "data_coordinator” with Status "Active”, Sites "All", Subjects "All"

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"
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"

2024-02-22 14:26:29 datafax granted user "site_monitor” access to study "254 - Acceptance Test Study" role "data_coordinator” writh Status "Active”, Sites "09", Subjects "All"

5

29. Select Detailed history to view the detailed history of changes.

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

Studies Roles Users Status License Master Traffic

Studies | Q_ Wildeard Se

Number  Name status New

Delete.

Save

Revert

Configurations ~ Auto Logout  Permissions ~ Watermark  History

O simplified @ {Detailed history] | Refresh Filter... | Show users Save As...
Date and Time Who Change  User Name Role Name What Changed  Attribute 0ld Value New Value
1 2024-02-22 14:07:40 datafax new role Unrestricted  properties Status Active
2 Name Unrestricted
3 Description Full Permissions.
4 DFexplore & API Clients All
5 DFdiscover Reports Al
6 Study Reports Al
I Tasks
s Server & DFsetup Al
9 Initial Auto Logout Inherit from Study
10 Maximum Auto Logout Tnherit from Study
11 2024-02-22 14:07:40 datafax new role Unrestricted permission Status Active
12 Visits: All Visits All
13 Plates: Al Plates Al
14 Data Create, Modify, Delete, Missed
15 Queries Create, Modify, Delete, Approve, Reply
1 Reasons Create, Modify, Delete, Approve

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

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

DFdiscover 5.11.0 Acceptance Test Manual

to save the settings.
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& DFadmin [datafax@explore.dfdiscover.com]
File Edit Action Help
Studies Roles Users Status License Master Traffic

nbound  Qutbound  Auto Reply

Candidate Hosts [explore.dfdscover.com

Working Directory Jopt/dfdiscover fwork

Archive Directory /optfdfdiscover/archive
Enable High Definition Imaging
® Mormal Calors O 32Bit 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.

- D x|

DFATK - DFdiscover Acceptance Test Kit (ATK)

d I:O tk 2026 Version 5.11.0 Home | Proxy Config | About

DFdiscover Server

8 explore.dfdiscover.com

Username

Password

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 .
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B DFATK [datatox@exploredidiscovercom)

dfatk

Modules:

1. Installation and Initialization

Dfdiscover Client App

3. Study Setup

Creation

6. Subject Allas

10. Multiple Queries per Field

11. Data

12. External Query Reports

13, Replying to EDC

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

16. POF File Creation

17. DFweb Data Entry

18. DFcollect Mobile

19. DFengage ePRO Data Entry

Module 1

1:Installation and Initialization

Net yet performed

Reset ATK Help

Welcome to the Acceptance Test Kit

e the description of expected results, and the Summary of Tests sheet in the ATK Manual to

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.

DFATK - Infarmation

Installation and Initialization.

0 The expected and actual databases match

Module 2. DFdiscover Client Applications

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit
e User accounts and roles:

o datafax : Unrestricted

o data_manager : Unrestricted

o site_monitor : site_monitor

o Email address configured for site_monitor

Client Tools Used: DFATK, DFexplore, DFadmin, DFsetup, DFsend

Purpose: This module tests the DFdiscover client tools to ensure that they have been properly installed and that all basic views and documentation are intact. This Module additionally
tests sending of data through DFsend to verify operation of the image router.

Tests & Requirements

1. Send PDF images to DFexplore.

o g A~ W N

. Resetting a user login password.

. Start DFsetup and verify version information.

Estimate of Time Required: 20 minutes

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

. Open the Acceptance Test Study and verify the standard DFexplore views.

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

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.

(
DFdiscover 5.11.0
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“Creating user accounts

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
” as a valid email address is required for site_monitor to receive the module specific PDF files.

ignin:

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 .

Dfsend [site manitor@explore didiscover.com] = o *
File Help
File Name Status Add..
C:/Users/TestUser/Desktop/ATK Resources/Welcome Fax.pdf R
1S =|
5 ..9—9 or |
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 . In Verify Password dialog, enter site_monitor in the Username field and the previously assigned password in the Password field. Click .

DFsend - Veerify Password x
A password is required to send PDFs.
Username  site_manitor
Password  eessssses
Cancel

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

| B DFsend - send POFs to DFdiscover

o Total 1 PDF files

1 success
0 failure

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

Dfsend [site_monitor@explore dfdiscover.com] = =} X
File Help
File Name Status Add..
Remove
1S 2
- — /
Drop PDFs here i
Send
Hide Log
Send Log Total: 1 Sent: 1 Clear Log... Export Log...
File Name Status Send Date i
v C/Users/TestUser/Desktop/ATK Rescurces/Welcome Fax.pdf sent 2026-05-11 14:06:57
7. Select > [Exit].
Acceptance Test Manual Page 29 of 313
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l NOTE: Wait 2-3 minutes prior to proceeding to DFexplore. J

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 . A confirmation message appears: Instructions to change

your password have been emailed to you.

((D DFexplore - DFdiscover Data Management = = X
|
AFeMIONE: oo oan iamiveme B Gl
DFdiscover Server Reset Password
] explore.dfdiscover.com ~
To reset your p: rd, enter your previously registered Email address and
Username click Submit. A Password Reset Email will be sent to your email address with
ok imariagar instructions for completing the password reset.
Email
Password
youremail@yourdomain.com|

Forgot Password? Cance!
OR m Login with Microsoft

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

4. Enter and confirm a new password, then click [Update].

—[7>(l

x|+
r e :

@ set Password
d2sig=e )zl T600yMkvStVLSUVILETOLOSt0kvO2611SSxIMINZEIMTy 2aMThMMwNTQOIDCZNDIDAALXECO=8tk.. o Hr

| € C % diwsdidiscovercom/dfwsiS/cha

’ .
4 dfdiscover

Change Password

Password changed successfully.

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.

0 access the documentation. In the documentation window click Preface, confirm the documentation version number matches the installed software Version

2. Select Help > t
5.11.0. Select > to dismiss the documentation window.
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@ DFexplore User Guide x|+ - o x
€ G | hups/iwandinetresearch.com/wp-content/uploads/didiscover/s.110doc/dfexplore/hmi/dfexplore htrmi @ @

L]
| DFexplore User Guide ‘: dfdiscover 2026
| protace

+ Introduction Preface @

+ AGuided Tour

« Using DFexplore DFdiscover Release 5.11.0

+ Dashboard View .
2served. No part of this publication may be re-transmitted in any form or by any means, electronic, mechanical, photocopying, recording, or

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

+ DataView

« QUenesVisw holder and their employees for intemal use only, provided that the copyright notices and this permission notice appear in all copies.

+ Reasons View The infarmation in this dacument is furnished for informational use onlyand is subject to change without notice. DF/Net Research, Inc. assumes no
responsibility or liability for any errors or inaccuracies in forany from it

« Image View

o Listview All products or services mentioned in this document are covered by , service marks, or p 2 designated by the companies who

market those products.
* Reports View

ek Vi Google Play and the Google Play logo are trademarks of Google LLC. Android is a trademark of Google LLC
« Status View App Store is a trademark of Apple Inc.

+ Batch Edits View

+ Image Router May 112026

« User Settings
|+ Appendix Copyright © 2026 DF/Net Research, Inc

« Copyrights

Getting Help <

Download PDF For software support, Please contact the DFdiscover tean

* via email, help@dinetre

= Visit our website, hitps:

wresearch.com,

Conventions @ .

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.

@) Drexplore - Image Router[data_manager@explore.dfdiscover.com] = =] X
File Page Action Help
CRFID =)

| v 2619.0000001

Welcome to
DFdiscover
Validation Study 254

Study Plate Visit () Preserve keys | Fitte Width ~
e — Ky Reset Image
i 1 routable pages (0 busy) 2619.000Q001

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 Choose your locally installed printer, choose All for Page Range, and click [P

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

@ DFexplore - Confirm discard X

o This action cannot be undone

OK to centinue?

Cancel

7. Select [File > 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
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File Edit View Selex Subject

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 to view the study selection dialog. Then highlight the entry for 254 Acceptance

Test Study and click [Continue].

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.

3. Select > 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.

@) Drexplore - Automatic Retrieval
12 images for selection, 0in use

< (@ Enable adit checks

Save Level 1 - Level 1
Select document page () plate
By Age O oldest () newest

Quantity uments

OK 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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5 DFexpiors [data_manager@explore ddscover.com) Acceptanc Test Study - mage

Fe Bt Vew  seex P Fed  Widow  Hep
T
) IRRRRRRL LT RErerrrrrrn
e Davarsx 8258 P Vish 9001
o T Entry Date [08/01/97
el day moth yeer
PATIENT ENTRY FORM
Randomization
Provided e pationt meels ai sighify creria, cal the randomization ho e ({905 999-858) for this patients
gl
Medication Codo#: [1234_|
Give the patient one bottle of study medication from the medication kit with this code numbe:
Medical Examination
— ——
(LI LB RREREE IR |
DataFax # 254 Plate # 002 Sequence # 001

previous Set Next Se
Rirmper G [TATM Entry Dsto B1I7]
FmL day  month year
Query . PATRT
‘Randomization

Provided the pailent meets all crteria, call the randomization hot lina ((405) 999-8588) for this pati
patien: mects ot gy creri, ran ot ina ((405) ) for this patients

Modication Cades: 11 2]3] 4]

Give the patient ane botde of study medication from the medication kit with this code number,

Reason for Data Value

vio—+11

Missing Value First 2 boxes = center number

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

1B DFexplore [data_manager@explore.didiscover.com] Accaptance Test Study - All Racords
Fle B4t View  Selet  Show  Subjet Vst  Pate  Fleld  Window  Help
os

3

82 1020 Hospisl 12

82 51099 Hospita 209

Query

Reason for Data Value

Missing Value

5o

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.

Acce

1 Study - All Records

File Edit View Select Show  Subject  Visit Plate Field  Window Help

et (Error Manitor)

& 93001

1 5003
e

99005

Quary

Reason for Data Value

Missing Value
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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.

File Edit View Select Show Subject Visit Plate Field Window Help
e IRRRRRRIT T T RN
BT DeoFax 25t e 18 A

v 0:5¢

Patient 7 Patient
Number | 9 9 0 0 4 Initials [TRE
G

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.

- 21:1 Month Follow-up

S:fom's, 1
1. Convenience: How convenient did you find the 1 pilliday regimen?

Hot Vary . Very
Convenient 055 Convenient

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

(AR RMRNINUEEEEN N

U Datafax #254 Plate 00
St U v Noroee ek

Query . +

PATIENT EVALUATION REPORT

study medication is very important to s, Please following
IR AR A A M A g R b e R AR A A

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

| Reason for Data Value Notvery Very
Convenient  t— I s Convenient

2. Swallowing: How easy was it to swallow the pills?
mi1—=1] !

Last Save: 2009-04-15 15:22:39 UTC 0400

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.

T e e L e e T e e T 1|
Fle  Edt  View  Select  Show  Subject  Visit  Plate  Fleld  Window  Help
99004 90f 15 3
e I N RAARRINEEEEEE Y
~ I Mo: Screening Visits - |
1:fom 1 99004 i, [TRB
E M A |
Uw beoordeling van de studiemedicatie is zeer belangrijk voor ons. Wilt Istublieft alle volge
vragen beantwoorden door op de horizontale fiin een verticaal streepje te plaatsen op de plaats die

hetbesto past by tw siluatie.
1. Gemak: Hoe ervaart U het gemak van het innemen van 1 pil per dag?

O

et . : Zeer
gemakkelijk 058 gemakkelijc

2. Slikken: Hoe gemakkelik zijn de pillen doo te slikken?

TRRERRRITTIT L] RN

DataFax #254 Plate 8005

Query - T
= PATIENT EVALUATION REPORT

stugly medication is very important to us. Please following
B T S T o g e G o o o oot

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

|Reason for Data value Not Very Very
Corwenient 1 I s Convenient

ng: How easy was it lo swallow the pills?
mi1—=1] :

Missing Value Last

2009-04-15 15:2239 UTC 0400

9. Re- Selec

> [Preferences]. Change the Background Options choice for CRF Type from Dutch to Spanish. Click [OK] to apply the preferences and close the dialog.
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T Oregiore data_manager G esplor.dfdscovercom) Acceptance Test Siudy - Al Racords

Fle  Edt  View  Select  Show  Subject  Visit  Plate  Fied  Window  Help
99004 -9 of 15 ]
. IRl rrrnnm
BT DataFax 254 Pk 3]
O Mumeroce 555§ 7 | nicialos el oo
I8 1o Pacients Paciente  [TRE
' B NS A

Su evaluacion de este estudio es muy importante para nosotros. Por favor rasponda cada una de fas
siguientes progunias dibujando una linea vertical en toda la escala en el punto en el que mejor

describe i respuasta.

-1 o e 1. C Qe tan ha encontrado el régimen de 1 pildora diaria?
Form 5, 2 Month Nomuy . R Muy
1233 Month Follow-up G 065 convenierte
B 5 form 5, 3 Month
v | 24 4 Month Follow-up
Il 5 - Form 5, 4 Month 2. Deglutir:  ;QUe tan facil fue deglutir las pildoras?
- Term
(RN RIANEREEEEE ]
DataFax #254 Plate 006

Raree

Switeh to List View

=
PATIENT EVALUATION REPORT

e o e T e of o Solening

Query v +

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

m-wn; I nvc;ymn

Reason for Data Value

ing: How easy was it o swallow the pills?

mi1—=1]

Missing Value Last Save: 200804 15 15:22:39 UTC 0400

10. Re- Selec

color (O black () white @ color

CRF Type Default v

.

> [Preferences]. Reset the Background Options for CRF Type to Default. Click [OK] to save the preferences and close the dialog.

11. 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.

T Orexplore data_manager @ explor.dfdscovercom] Acceptance Tst Saudy - Al Racords

Fle  Edt  View  Select  Show  Subject  Visit  Plate  Field  Window  Help
of fc]
e RERRRRRRLL LI rrmrerrrrrnl
J DataFax #254 Plate #001 Visit #000

Patient
Numper |9 9 0 0 1

Patient
nitials [ABC |
FoMoL

BLOOD PRESSURE SCREENING VISITS

ago [60]  yoars

Sox O Maie Race .
® remae O african American
QO asia
O other, speciy:

systofic dlastolic

Soroon1:  Data [03/03/97 Resdingt: 170 ] [0%6] g
A -
Reading 2 [ose ] mmtig

DataFax #254 Sequence %000

| 244 Morith Follon-up

Query

BLOOD PRESSURE SCREENING VISITS

myws sex (] Male Race [ coucasion
Female [ Asican American
O asian
O other, specity:

Reazon for Data Value

reaang1; (L7 10]/ 0 T6 ] maris

sereen: own [0]3][0[5] [s]7]
=
PSP £ £2 31/ CY C1

day  monih

mi1—=1]

Missing Value Last Save: 2009-04-15 15:08:36 UTC 0400

to switch to Queries View. Select > |All Queries| to display all queries for the current subject.
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\anager @ explore.dfdiscover.com) Acceptance Test Study - All Records. - o X
Fle  Vew  Show  Quey  window  Help
5w 9 2 quris (0 rescved and 2 outanding] i Sad om 20090415 Hemse
Ste Subjct Vetiboge  Feld:Category St & eples
Py ——
22 site 10 - Hospital #1
. Site 20 - Hospital #2
e Seseins Form T Sking et = Bk (i) Owstanaing New)
Moo 07 voktt 2009 0315 150858 UTC 040
S Besine Form 2Pl Destrminate gl Outtanding Mew)
Modified by: valid1 2009-04-15 15:20:24 UTC 04:00
13. Select to switch to Reasons View. Select > |All Reasons|.
\anager @ explore.dfdiscover.com) Acceptance Test Study - All Records. - o X
e e B e e B s
e e P
Ste Subjct Vet g Fld: Rosson Sats

82 Site 0 DFnet (Error Monitor}
&2 5ite 10 Hospital #1

& Site 20 - Hospital #2

Site 99 - Hospital #99

et Sassfoe o 2 eyt T Approved  valil1 2009 0415 150838 UTC 0400
|l L b N Approved  vali1 2009 04.15 15:08:46 UTC 0400
1 o B Form 2 o Approved ol 20080415 150847 UTC 0400
[t e i e Approved - vali1 2009.04.15 15:09:00 UTC 0400
st Bkt oS Sty e eraipur ™ Agproved - el 2009-04-15 150307 UTC 0400
= L I SRy Approved - valil1 2009 0415 15:09:10 UTC 0400
Femelion  Foum 3 St Stk Cabi Approved - valid1 2009 0415 15:0824 UTC 0400
o bt em 1 s, S ——
oot Sesetne 1Fomck 9] e ik Approved - valid1 2009.04.15 150939 UTC 0400
[ aseine s Form 4.5y 1 o Approved el 2008 0415 150852 UTC 0460
1 oor 1 Month Fokow-up : Form 3, 1 Month pu—— L Approved v 2000 0415 181002 UTC 0460
=t AL S M ) Lyl i L Approved - vali1 2008 04-15 15:10:13 UTC.0400
| oot 2Month Follow up: Form 5.2 Morth P i Approued a1 2008 041 15:1024 UTC 0400
[l b folonity Foniis 2 Mo S Approved - valid1 2009 04-15 15:10:3 UTC 0400
1 oo 3 Mot Follow-up Form .3 Month Bt Aoproved v 2009 0415 151047 UTC 040
] st 5 Month Follow-up Form 5, 3 Month o O fe e e s
1 o 4 Month ol up:Fom . Norks e P
S0 4 Month Follow up : Form 5, 4 Month st Approvd -val1 2009-04-15 151121 UTC:0400
el s folkow:op Fin 3y d Monkh e e g gt =5 Approved valid 2009.04.15 15:1110 UTC 0400
| S0 4 Month Follow-up : Form 5, 4 Month Sty Mo No mds depred 1Syt 20041 5131 1C 0400
] oo 4 Month Follow-up  Form 5, 4 Month Sty e s gt Md - it 200 0415151411 UTC 0400
| o0 4 Month Follow-up : Form 5,4 Month Nt Vi Date of next scheced Vo1t 2009 0415 151141 UTC 0400

14. Select
from the list of plates.

003 - Medical History

004 - Current Madieations
005 - Montly Follow-up form
006 - Patient Evaluation Report
007 - Study Termination

008 Medicstion Log

003 - Adverse Event Report
010 - Death Report

011 - Weekly Patient Diary
020 Date Log

DataFax #254 Plate 001 Sequence 000

o (| o
w
BLOOD PRESSURE SCREENING VISITS

metadata - Query Reports
metadata - Reasons

metadiata - Queries
metadista - Mizsed

- = ago [610] yours Sex [ Maie Race [ Caucasion
Suitch to Data View Female L] atican American
O asian
e = O oher, specify:

readog 1 L7101/ 0B T6] ity
Reading 2: uﬂm mmHy
[T/ R ms

Reason for Data Value

Reading

sysofic  disstolio

Reading 1:

m ) view mode

Last Save: 2008-04-15 15:08:36 UTC 0400

g Ve Mg

1 Drexplore [data_manager@ explore.dfdiscovercom) Acceptance Test Study - List = o x
Fle  Edt  View  Select  Show  Page  Field  Window  Help

Plates & Metadata | Modules | Custom Ofstatus!  Dfvalid DFvaster! Dfstudy! DFplate! Dfscql  SUBNIDOOY *  PINITOO! AGE  SEX  RACE  RACEOTH  SIDAT  S1s81 sioBp1 st

G W= . = I B o e p ) [ | e e e i

Iz fnal Level 1 0915R0005001 254 1 0 99003 xvZ 65 male  caucasian 07/01/97 | 145 104 146

002 - Patient Entry Form 13 fnal Laovel 1 0915/000V001 254 1 ] 99004 e ) male  asisn ooser | 172 099 173

DFdiscover 5.11.0 Acceptance Test Manual

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 Screening Visits
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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.

Acc audy - List - O Xx ]
File Edit View Select Show Page Field Window Help
Pates & Metodota || Modles. || Custom Us  DRAUD  DRASTER  DFSTUDY TE DFSEQ  DFPD * DFVNAME  DRAD  DAWREF  AGE  SEX  RAGE  RACEOI .
19900104 - 1 of 5 Io [l Jieein o915/000001 254 1 o Demogrephics 5016 1 8 femde  coucason o
1z #na Lovel 1 51 1 o 016 1 6 male 09/0
I+ final Level 1 254 1 0 0 5016 1 0 09,0 |
ERREEERIY LR enrtretd
DataFax #254 Plate *001 Sequence %000
frneer P b
FollowupAE - Adv rents - Follow ups F oML
iy K et BLOOD PRESSURE SCREENING VISITS
setimen s r00 [618) yours et —
St o Dot View Female L3 aican american
[ asian
Query [ other, specity:
Scroent:  Date o] [o]7] roasing: [LL7[0]/[0 B T6] mmris
dey  month  year
reading 2 (17101 /(0[5 ] vty
{
Reason for Dota Vlue readings: L7 12/ (0155 ]
systolic diastolic
reading 1: LT/ [015T6] g
——r o —
i @ vew mode 1
Missing Voloe Lt Save: 2008.04.15 150836 UTC 0400 Loge vloesare O3
16. Select > |Batch Edits| to switch to Batch Edits View.
1 D explore [data_manager @ explore.dfdiscover.com] Acceptance Test Study - Baich Edits ST ]
File View ‘Window Help.
[ Controls. Batch Logs View © spreadshaet Ouml styleshest © bateiog O b Build Task from Batch History
Name

Move to| 20 |3

Reason

~BATCHLIST

() Aiways perform dexecute and dfmail

task sot when changes applied

Show Batch

the list of Legacy Reports.

DFdiscover 5.11.0

Acceptance Test Manual

to switch to Reports View. In the reports list panel, double-click DFdiscover Reports followed by Legacy Reports. Highlight the report DF_PTcrfs from
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B DFexplore [dat:

anager@explore.dfdiscover.com) Acceptance Test Study - Reports

File  Edt  View Select  Window Help

[ DFdscover Reports Name  DF Plcrfs: Display available CRF information for subjects
Study Tracking OPtions  lear Gptions
Sie Tracking Spesify
Subject Tracking
Subject Scheduling

Query Reporting Run Explain
Study Setup

Close Report

Dotobase Stotus
Query and Dta Trending
Tabular Listing
Task Listing
~ Legacy Reports
DF_INDEX: Inde to Legacy Dfdiscove.
DF ATerfs: Track keys associated with a.
DF ATfases: Trace validation hstory of
DF ATmods: Trace detabase modficati.
DF Clerfs: Summary report of records ..
OF CTpages: Summary report of CRF p.. | |«
F CTacs: Summary report of external
DF CTusits: Number of subjects who h
DF ICcenters: Verify consistency of the...

DF ICimages: Verify image refarences

F (Ckeys: Check key feds (d, visit.pl.
F (Cqes: Chack quaris for consistenc
DF ICrecords: Chack data recerds for
DF (Gachema: Check database schem.
DF (Cvistdates: List probiems detacts.
OF (Cvisitmap: Report ncosistencies .
[DF PTerts: Display available CRI

OF PTlst: Lst subject deta grouped by.

OF PTmissing: Display missing pages a.

DF PTqcs: Summary report of external
DF PTschedule: Display subject schedu.
DF_PTunexpacte: List unexpected dat.

DF ATvisits: Seheduling and status of a..

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.

I DFexplore [data_manager@ explore.dfdiscover.com] Acceptance Test Study - Reports - o X
Fle  Edt  View  Select  Window  Help
DF_ATmods: Trace database modificat Name  DF Plcrfs: Display available CRF information for subjects
OF Clerts: Summary report of records . | |Optons Clear Gptions v
OF CTpages: Summary report of CRE .. o pp—
DF Clags: Summary repornt of external.
DF Cluisits: Number of subjects wh .. J
F ICcenters: Verify consistency of th Run Explain Close Report Fant [%8] 0F Peris Display available CRE information for subjecis: 28 ines
DF ICimages: Verify image references =
DF ICkeys: Check key fields (id, visit . DF Flers: Displ F information for subjects: 28 I {A]
DF ICqs: Check queries for consisten. Start: 2026 16:11:41
DR s Nk ks il 5 Output PTerf Display avai formation for subjects -i 99001
DeFschamas: Chack detabese: scham DF_PTcrfs: CRFs Received at Each Visit. DFstudy 254. May 26,2026 16:11
OF ICviztdstes: st probiems detecte
DF ICisitmap Reprt inconsistencies Complete CRF Log by Subject : Acceptance Test Study
DRETEChE S L I QRY CODES (ordered by priority): OTHER CODES
DF PTlsk List subject data grouped b.. S ing refax request -=mi
DF PTmissing: Display missing peges ... 2 = unresolved Q&A note X = re 3 mi
DF PTacs: Summary report of external i = unre: ,;\w internal nu-.( ! * = el (missing keys)
+ = incomplete but no unresolved querie p = pe us
DF Plichedule: Display subject sched... | | Y ite i3 ooded Mot AVAL1aBIE
DF_PTunexpected: List unexpected da.
DF PTvsits: Scheduling and status of
DF QCiax: Fax or email Query Reports
e 99001 0 03/03/97 17
DF QCfadlog: Examine the transmissio, 5001 1 06/03/97 2r 3 4
DF QCprint Print Query Reports 21 06/04/97 5
DF QCreports: Create Query Reports 22 06/05/97 5
23 06/06/97 §
F QCsant: Mark Quary Reports as sant p
99001 24 06/07/97 €
DF QCtatus: Listexising Query Rep... 29001 30 06/07/97 7
DF QCupdate: Update Query databsse 51
DF QCxiew: Display requested Query .. 201 11
o 9
DF SScenters: Display study site infor. 1011
DF SSschema: Display detailed data di
DF SSvars: Display essential variable i...
DF SSvisitmap: List visit scheduling sp.
OF Wrcrfs: Summry of caiy journal ¢
OF Wcrfspersic List and graph nco.
DF Wrdiskusage: List and graph week.
19. Select to switch to Status View.
1 OFexplore [data_manager @ explore dfdiscover.com] Acceptance Test Study - Status - o X
Fle  Edt  View  Window  Hel
Images swaiting review inImage Router 0| (ncludes images for all studies)
Images awaiting review in Image Queue 12
site | Refresh
Subject
visit =
Plate -
Bl oataRecords Queries Reasans
Level | mdeog | tmest | bcoeeh | mea P oy Outiodg st Tt ey | Wsoed | Awowd | W
Level 0:0
Level 1:1 1 2 2 24 2 2 54 54
Level 2:2
Level :3
Level 4:4
Level 5:5
Level 6:6
Level 7:7
Total 1 2 2 x 2 2 54 5
B} srophics O bylevel O by status
Level 0:0
Level 1: 1 | 4 I
Level 2:2
Lovel 3:3
Level 4:4
Level 5:5
Level 6:6
Level 7:7
endiny, Wied o Wil ousursing Bl .
B stwdyusen
1 data manager orespiore 20260511 141353

Last refrash: 2026.05 11 14:22:52 UTC 04:00
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awaiting review in Image Router may differ from what is shown here.

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

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

1 Drexplore [data_ manager@explore.dfdiscovercom] Accaptance Test Study - Dashboard

File  Edt  View  Window Help

Review reasons. Missed records hl
Review data and metadate i o

Show database status Pending queries
9

Outstanding queries 2 = Final 21)

Resolved queries o
:

y B Pending (0)
Study helg
User profile e
Reason Status (54)
Pending (0)

® Approved (54)

Last refresh: 2026-05 11 14:23.05 UTC 0400

> [Schedule| to display the Schedule View. Click to display the scheduling information.

B DFexplore [data_manager@explore dfdiscovercom] Acceptance Test Study - Schedule

Fle  View  Window  Help

Schedule and Query List

@ suect Schecute Subject ~  Ouistaning Queries EriyVist  Name  Date Days Ovel Subject ¥ Vist  Neme Plaie  Neme  Cotegory  Conditions Met
§ 1 /ss001 1 1 Doyt 1997.03.06 i 1 s001 0 Study Termination & Form6  mising page
@ visit Schedule Info
2 59003 ] ' Doyt HoEntry Date, VisitIs Not Overdue 0 i 2 99004 1 Baseline 4 Form 4, Pg 1 missing page
@ vising and Overcue fasos 1 ' o1 19870603 fawos 1 Buseine : fom2 | missing page
B Unoxpectad Visits and Pltes awos o ' Dayl  Entryor Last Follow-up Missed § 4 os00s ' Baseline a Form 4, pg 1 missing page
@ cyeies
@ cyco visits

Visit Schedule Info Unexpected Visits and Plates

8 Correction Queries

Subject ¥ Vist  Neme Type  Swtus  CompleteDate Schedule Date Subject ¥ Vist  Neme  Plates  Unexpected  Sttus  Problem
O clrfication Queries 11 w00 0 Screening Visits x final 19970303 19970303
B2 w0 1 Baseline 5 incomplete 1997-03-06 1957.03.06
Shou N ShowNom I3 w0 Bl 1Month followup  § final 1997.04.06 1997.04.05
[ st 2 2 Month Followup S fnal 1997.05-06 1997.05.06
Is oot ) 3 Month Followwp S final 1997.06.06 1997.06.06

Subject ¥ Cyde  Name Type  Need  Statws  Terminate Date Conditional Subject ¥ Vst Pate  Field  Saws  Category  Use  Name Reported
[+ 8001 o Screening Cycle required final 19970303 {1 ss001 1 2 " Outstanding Missing Etemal  Smoking Status _ blank
f2 s 1 Scheduled Cyde & required | incomplete 1997-07-06 i 2 99004 1 2 1 Outstanding Missing External  Pulse beats/minute
I3 oo 2 fdcyde € end final
| 4 o003 o Screening Cycle 5 requied | fnat 1997.01.07
s 99003 1 Scheduled Cydle © optonal

Clarification Queries

Subject  Cyde Vit Name Type  MNeed  Status Subject ~ Visit Plate Field St Category Use  Name Reported Value
| 1 99001 o 0 Sercening Visits x required  Visit Dene and Cycle Terminat
2 99001 1 1 Baseline [ required  Visit Done
3 99001 1 21 1 Month Follow up © required  Visit Done
4 99001 1 2 2Month Followup S required  Visit Done
5 99001 1 2 Month Followwp S required  Visit Done

Last refresh: 2026.05 11 142329 UTC 04:00

SET

Start DFsetup and verify version information

22. Select

to exit DFexplore.

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

2. In the login dialog, click [About].

Confirm that the version information in the dialog matches the installed software Version 5.11.0.

DFdiscover 5.11.0 Acceptance Test Manual
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[£] DFsetup - DFdiscover Study Setup

"dfsetup

fersion 5.11.0 Home
DFdiscover Server
8 explaredidiscovercom "
Username
Password

Forgot Pa

OR B Login with Microsoft

Proxy Canfig @ Topics About :

dfsetup

Version 5.11.0 (Build: 2026/05/11)

Protocol: TLSv1.3
Cipher: TLS_AES 256 GCM SHA384
1990 - 2026 DF/Net Research, Inc
All rights reserved

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

[ DEsetup - Access mode

( Select Access mode:

X

O Developer Access

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

O Exclusive Access

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

Allows editing of the Subject Alias Map.

Blocks all data entry operations

‘ O Normal Access
Use this mode to modify plate, style, module and field properties.
These operations can be performed by only cne 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 ane user at a time.

o View Only

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

Cancel

o continue. The main DFsetup window opens.

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

to dismiss the documentation window.

@ Stusly Setup User Guide x I

« ¢ (& mp

Study Setup User Guide

« Preface
+ Introduction Preface @

+ Using DFsetup - An Overview

£ baliiepaatia DFdiscover Release 5.11.0

wrvews cfnetresearch.com/wp-content/uploads/didiscoverss. 1 1.0doc/setup/htmisetup htmi

l: dfdiscover 2026 |

« Field Menu
Allrights reserved. No part of this publication may be re-transmitted in any form or by any means, electranic, mechanical, phatocopying, recording, or

+ File Menu atherwise, without the prior written permission of DF/Net Research, Inc. Permission is granted for intemal re-distribution of this publication by the license
« Study Menu holder and their employees for internal use only, provided that the copyright notices and this permission notice appear in all copies
« View 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

y y s or inaccuracies in f 3
« Subject Vit Scheduling responsibility or liability for any errors in orany it
* CRF Design Guidelines 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.
+ Appendix

+ Copyrights

id PDF

App Store is a trademark of Apple Inc.
May 112026

Copyright ©.2026 DF/Net Research, nc
Getting Help <

For software support, Please contact the DFdiscover team:
* via email, help@dinetresearch.com

| = Visit our website, https esearch.com,

Conventions @

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

to access the documentation. In the documentation window click Preface, confirm the documentation matches the installed software Version 5.11.0. Select

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.

DFdiscover 5.11.0
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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.

InNnnnn | e

At . DataFax #2854 P

Sereen 1

Screen2:  Dale

CRF List

(T — NGy Shmne

Age 16-79 years o

ale, or if female, not pregnant and us

3. Taking bl

4. Major surgery or other medical emerg

w

. Select the 2 - Patient Entry Form entry from the list panel to make plate 2 the active plate. Click |[Plate View| > Id List| to replace the Plate view with a listing of all plate 2 fields

t| > |[Plate View|to return to the Plate view of plate 2.

PATIENT EVALUATION REPORT

sment of the study medication is very important fo us. Pleast
by drawir ! line & at the point that

1. Convenience: find the 1

4, Overall: Whatis your o

4. 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..
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ficdis Test Stuc - o X
vie study  Pate
Numbe
Lobel aluation Report
Patient =
PATIENT EVALUATION REPORT i
Your a: ment of the study medica tant to us. Please answer each of th e
que ons by drawing & rtical line int that best describes your
1. Convenience: H onvenient did you find the 1 pilliday regimen
3. Side Effects: Did you experienc
CRF List
4. Overall:
n HTM
S
- o X
te Propertes
Numbe [
aluation Report

PATIENT EVALUATIE RAPPORT IR
rons. Wil U & Layy
r ity i s
het beste past bij uw
1. Gemak: Hoe ervaart U het gemak van het innemen van 1 pil per dag?
Niet y
gemakketlk
2. Slikken: Hoe gemakkelij zijn de pillen doo te slikken?
3. Bijwerkingen: Heeft U enige bijwerkingen ervare s agualosdadegilien?
14 ya — Zo.ja. hoe vercraagbaar waren deze bijwerkinge:
CRF List " Ll Geheel
4, Algemeen: Wat is uw algemene becordeling van deze medicatie?
et HM
o close the Preferences dialog.

Plate 6 - Patient Evalu

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

7. From the CRF List panel, choose the entry 30 Spanish.
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B3 DFsatup [data_managerexplons.dikiscover.com] Acceptance Test Study - View = o ]
Fle  View  Sudy  Plate  Fied  Help
Plates Modules Feids Pate Propertes
“B 1 Bood Presurescrening epapppplil-1-1--1-BB] e . T
B Keys (1] QetnFax #254 Plate #006 _
e - Lobel Potient Evalustion Report
emoqmphics [ 1] Numarc de|
@ oot 11 ] o ] :
3 BloodPressure (2] L) Sequence s
3 2 Patient Entry Form ek
3 3 Medical History Su evaluacién de este estudio 6s muy importante para nosotros. Por favor responda cada una de as Layout Portrait
[ 4- Current Medications siguientes preguntas dibujando una linea vertical en toda la escala en el punto en el que mejor
[@ 5 Monthly Follow-u describe su respuesta. s
E T el dmiatiniil
7 Study Terminstion : “ i
B & Visbisioniog 1. C ¢Qde tan Pel résh:el:‘?e 1 pildora diaria? Ehgible for Signing when  Fina
[ 9 Adverse Event Report - e, Arrival Trigger
8 0. Dean kor tomtore TN (...
B 1 - Weekly Patient Diary L 4 Help  Custom
) 20 DateLog
2. Deglutir: ;,Que tan facil fue deglutir las pildoras?
i Pats ate | 2]
f e o i
3. Efectos Secundarios: 4 Experimento Ud. Algiin eferin sarimcarin al tomar Ia pildora?
ENETEE 5/ — S essi. goudn olerables fueron estos nectos?
o gz
tolerables in tolerables
Visit Type |
DsALT
0 Gorman
30 Dutch 4. En general: Cual es su :
Y T
mal bueno
RchTet  HIML
Setup State: @olid & Hstoy  Page 6 of12 Pated Potient Evaluston Report Edit Table. Plte Vien Revert
8. Return to the default (English) CRF background for plate 6 by choosing DEFAULT in the CRF List panel.
B3 DFsatup [data_managerexplons.dikiscover.com] Acceptance Test Study - View = o ]
Fle  View  Sudy  Plate  Fied  Help
Plates Modules Feids Pate Propertes
“B 1 Bood Presurescrening ppapppplgl-|-1--1-BB] 5 e . T
ke CateFax 254 Plate 4006 EE i
= Demographics [ 1] Patiant S 5
@ oot 11 o] - o ] s
B3 BloodPressure | 2] T Sequence s
. = j“ﬂ"’““; Ll : i PATIENT EVALUATION REPORT =
d 2 - Patient Entry Form
SRR Your assessment of the study medication is very important fo us. Please answer each of the following e
F\‘ : il ”:E:““"“"s questions by drawing a vertical line across the Scaie at the point that best describes your response. o
3 5 - Monthy Followu
@i Triggers Early Termination No
E A :;:K:’;:‘TZ‘;M 1. Convenience: How convenient did you find the 1 pilliday legimgn"! Ehoals o g i [
) 9 Adverse Event Report - - Artival Trigger
Not Ven Ve
ST — e N (...
[ 11 Weekly Patient Diary Help  Custom
(3 20 DateLog
2. Swallowing: How easy was it to swallow the pills?
« Vi = 1 Vi »
e TN (-
3. Side Effects: Did you experience any side effects from the nills?.
EDETIE vos — I Yes. how tolerable were these side efiects?
Tolerated w Intolerable
30 Spanish
0 Geman
ST 4. Overall: What is your overall assessment of this medication?
I aluate | 4 4
Vi
o ————_— - ST R
RchTet  HIML
Sotvp State: @rald & Hstoy  Page 6 of12 Pate6 - Pstient Evaluston Report Edit Table Plta View Age Ravert
9. Select to open the Sites editor. Review the contents.
E DFsetup - Sites - Acceptance Test Study - READ ONLY 7 a X
[ View  Sites v
ID ¥ TestOnly Name Subjects Start Date End Date Enroll Target Contact | Site Definition
| 10 Yes Hospital #1  10001-10999 Person #1 Name Dfnet
| Subjects ERROR MONITOR
| 20 Yes Hespital #2  20001-20999 Person #2 y
| 99 Yes Hospital #99  99001-99999 Person #99
| N
| o
|
Contact User data_manager
| Address Head St. Suite 403, Dundas, Ontario, L9H 3H8
Fax 905-522-7284
Telephone 05 522 3282
Investigator
Reply To
Protacol
B Add Delete Impert Import File Export Search: Revert Verify Save Done
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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 - Visit Map - Acceptance Test Study - READ ONLY = o X

View  Visit Map ~
| Type Number Acronym Label Due Overdue | Visit or Cycle Definition

1

Visit Cycle
Day1  Baseline o O
| X: Sereening v
| 21 1 Mo. 1 Month Follow-up
() Combine visit range into one folder in subject binder
22 2Mo. 2 Month Follow-up
~Visit Date Field
23 3 Mo. 3 Month Follow-ug
: ° onth rellew up ‘ Plate 1, field 13=Screen 1 Date v |
2 M Month Followug
2 4Mo. 4 Month Follow up Visit Scheduling
| 30 End Study Termination Visit is due 0 %] days after first screening
40 Death  Death Report Visit is overdue when 0 |%|dayslate
201~299  Diary Diary Week %($.2) ~Plat
Required
51 Medication Log Page 1 equire !
Optional
5259 Medication Log Page %(5.1)
Display Order
1011 Adverse Event 1Page 1 .
1012~1999 Adverse Event %(S.3.1} Page %[S.1)
‘ v A B Add Delete mport Search Verify Save Done

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

o Return to the DFATK application. Click to confirm successful completion of Module 2. DFdiscover Client Applications.
Module 3. Study Setup

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit
« User accounts and roles:

o datafax : Unrestricted

o data_manager : Unrestricted

o site_monitor : site_monitor
« Email address configured for site_monitor

Client Tools Used: DFATK, DFexplore, DFsetup, DFsend

Purpose: This module tests the configuration of study properties and schema information (styles, modules, fields, plates, etc.) using DFsetup as well as the ability to send study

information to the study for the purposes of data entry using DFsend.
Tests & Requirements

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

2. Define Global study preferences and apply settings to DFsetup.

3. Create and modify a new style (Comment).

4. Create and modify a new module (Death).

. Assign Field definitions to a newly created module.

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

. Correct field ordering on the current plate to set field traversal order for data entry.
. Use copy and paste to create repeating module and field references on a plate.

. Create user-defined query category codes.

o © 0w N o O

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.
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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 X

(Select Access mode:

O Developer Access

Use this mode to manage development & preduction study links.
Blocks setup and configuration operations by other users.
Blocks all data entry operations.

o Exclusive Access

Use this mode to create and assign modules and fields to plates.
Allows Add/Assign/Delete/Re-crder modules and fields.

Allows editing of the Subject Alias Map.

Blocks all data entry operations.

‘ O 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/Madify sites, visit map, etc.
Subject Alias Map is view only,
Each file can be modified by only one user at a time.

O View Only

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

\_ OK | 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 X

Auto Logout
L

xit after | 5 +| minutes of inactivity J

~Show
|

‘ () crF Page Coordinates

Save Auto Recover Info

[Savt- every| 30 = | minutes J
| ~Background Color

‘ O Black ) White Q color ]
~CRF

|D Enable Smart Select ]

- Lookup Tables

| |0 Auto load study lockup tables ‘

() Auta Ioad global lookup tables

Define Global study preferences and apply settings to DFsetup

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|.
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DFsetup - Global Settings X
‘ Global  Help  Fields  levels Guides Custom  ePRO
Study launched in the year | 1980 |3

~Reasen for Data Change —————————————
Reasons for data change are required per field v ‘

~DFexplore - Data View
Shownext | 5 | 3| New Subject binders

Enable New Subject creation

- OFexpk

(D) Run Edit checks in View mode ‘

~Multiple ‘

o

~When exporting module data, subject headers use

‘ ©orip (O subject field name on plate ‘

~When exporting sub labal, output no choice cade label as

© setup defined label () Blank ‘

- eCRF

(D) show red asterisk for required and essential fields ‘

~Navigation ‘

‘ (D) Display field navigation taskbar

oK Cancel Appl!

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
DFsetup - Global Settings X
Global Help Fields Levels Guides Custom ePRO
Study Help:
Q
<html>
<center>

<h2>Welcome to the Acceptance Test Study.</h2>
<p>For assistance please contact <strong: 1 XXX XXX XXXX < strongs.</p>
</center:

</html

RichText  HTML

3. Click Fields tab, and set:
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

o Do not edit Fill Color
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[E7 DFsetup - Global Settings

‘ Global Help Fields  levels Guides Custom  ePRO
Deserip
© 40 characters.
(O 25 characters
Mame and Al
© 80 characters.
(O 32 characters
Dat
Start year (for two digit years) 1940 >
Imputation (for partial dates) Never v
Field
Auto Generate Help
(O 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 0, Level 1, and through to Level 7 are used.

[E7 DFsetup - Global Settings

‘ Global

Help

Fields Levels Guides Custom

ePRO

Workflow labels for DFdiscover validation levels

Level 0
Level 1
Level 2
Level 3
Level 4
Level 5
Level 6

Level 7

Level 0

Level 1

Level 2

Level 3

Level 4

Level 5

Level 6

Level 7

Cancel

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

o No changes are required to Colors Fields or Foreground

DFdiscover 5.11.0
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DFsetup - Global Settings X

‘ Global Help Fields levels Guides Custom  ePRO
Enable Snap
Display CRF
1@ Cisplay Fields

Maximum Box Height| 25 |3

_Col

Fields #O0B4FF [ |
Foreground  #FFFFO0

Default Colors

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

- Global Settings X

‘ Global ~ Help  Fields  Levels Guides Custom  ePRO
Property Tag Property Value

DFSTUDY USER1
DFSTUDY USER2
DFSTUDY_USER3
DFSTUDY USER4
DFSTUDY_USERS
DFSTUDY USERG
DFSTUDY_USERT
DFSTUDY USERE
DFSTUDY USERS
DFSTUDY USER10
DFSTUDY USER11
DFSTUDY_USER12
DFSTUDY USER13
DFSTUDY_USER14
DFSTUDY USER1S
DFSTUDY_USER16
DFSTUDY USER17
DFSTUDY USER1S
DFSTUDY USER19

DFSTUDY USER20

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
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[E7 DFsetup - Global Settings X

‘ Global ~ Help  Fields  levels Guides Custom  ePRO
2PRO general setting
{Di engage app usage:  mobile and web v

¢PRO registration settings

Select which fields to include on the registration page
Name

Email

(D) phone

(O Time Zone

(D anguage

Verify identity check

Verify consent & eligibility check

Send invitation always ~

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 Unknown
| |BF simplechoice 3 @
| | [ig) simpleDate
|| [12) SimpleDateyyyy

[i€3] simplenumber

A] simplestring
|| @ simpleTime

|| g simplevas - = ——
[72) Digit Date & — E |
[72 pigit Date 7
[T Digit Date &
[72) Digit Date 8 B L
(i3] 501 Patient i
[ 4] 502 patient int
= eason Nene @) nangng

dden No

Modules  Plates

Optional v

Module Field

None

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:
Cancel

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.
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*| DFsetup - Styles.

Styles
| {[A] 541 Drug Dose
| 4] 542 Orug Start
|| [4] 543 Drug Indic
| | |1%3] 545 Drug Days
| | [A] 550 MedLog Name
| | EF 551 MedLog Type
|| [72] 552 MedLog Date
| |8g] 553 MedLog Dose
[.A] 554 MedLog why
[72) 560 Future Date
- 570 Patient Evl
B3 sosves no
] 599 nO-vES

New Clone Delete

Style Usage

Modules  Plates

Module Field Descrif

Style Comment

&a
(OName
Dalias
(D Description
O prompt

Basic | Detail
(Diegal
(Drelp
(Oconstant
(ONeed
[Dreason
(DHidden
Oskip

() comment

(Dinstruction

Apply

Style Properties

Type [A] String v

Edit checks

No v

Opticnal v

None v

No v

0 = fields if value=

None ~

5. Click Detail tab, Change the Store property from 1 to 200. Check (enable) the [] 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

| Modules Fields
AEChanges
AEDescription

| AEResolution
BloodPressure

| CurrentMeds

DatelogEvent
DatelogScreen
DatelLogVisit

Demographics

Field options
Clone Delete

[ Module Usage

Done

2. Click Module options [New].

= Add Module

Madule Name:

X

OK Cancel

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

= Add Module

Module Name:

Death

Cox )

X

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).
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up - Modules = (z] x

i
| Module List Module Properties
| Modules Fields Name Death
AEResolution
Description  DeathReport |

|2 BloodPressure

| CurrentMeds

> DatelogEvent
DatelogScreen

> DateLogVisit
(=

Demographics
Diary
Eligibility
eSignature

> FollowupAE

= e

Madule options. Field options
ch Clone Uc\ea New Clone Delete

[ Module Usage |

Plate  Module Instance

Done History Apply

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 Style X

| Select Field Style:

SimpleCheck ~

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].

[F7 Add Field X

Field Name:

DEATH|

Cancel

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

[ DFsetup - Modules = =) X

|
‘\ Madule List ] Field Properties |
| Modules-Fields & [A] comment v String |
> BloodPressure &a
| » CurrentMeds O @name DEATH !
|2 DateLogEvent OO atias DEATH
‘ DateLogSereen O O bescription Cavse of Death?
= =
‘ B2l DatelogVisit © Orrompt
| - Death
R o el Edichecs
Demographics B gl
>
uary; OOrelp Legal values are: ${legal)
Eligibility @m0 =
> eSignature S
" FollowupAE @ Oneed Optional v
2 A Ve ~ Reason Mone il
Module options. Field options ®0
Ecw Clone chH New Clone Delete| @(Hidden b v
¥ ~felds if value=
[Fio Usage I @ (skip 0 fields if value
®(Jcomment

Plate Module Instance  Field

(DDinstruction None v

Done History Apply Fiabert

5. Click Field options [New]. In the resulting New Field Style dialog, choose $99 NO-YES from the Styles pull-down list. Click

6. Enter the name AUTOPSY for the Field Name: and click [OK].
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[ Add Field

Field Name:

AuToPSY

Cancel

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

%! DFsetup - Modules

| Module List

| Modules-Fields B8 599 No-vES - Choice
BloodPressure @a
| CurrentMeds ) @name AUTORSY
| DatelogEvent OO nias AUTOPSY
| DateLogScreen (O Opescription was an autopsy performed?
= i
| B3 DatelogVisit @ Orompt
| ~ B2 Deatn
R o Oen i checs
al cesr [ ol
- DEmogEpiles OOHep Legal values are: $(legal)
& Diary
@Oconstant Mo v
Eligibility 80
eSignature @ Oneed Optional v
Bisl s et @ (Rreason Mone ~
Madule options Field options 80
Eﬂw Clane u@q New Clone Delete o)
- ; =fields if value=
[Field Usage | @ Oskip 0 fields if value
@O comment
Plate Module Instance  Field
OO instruction  None v

Done

8. Click [Done}

History

Field Properties

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 Modu

ile

X

Select Modules to be added to current Plate

O AEChanges
O AEDescription
O AEResolution

' () BloodPressure
() curentheds
() DatelogEvent

| () DateLogsScreen
(O) DateLogVisit

| Death
O Demographics

Diary

| () Eligibility
(0) eSignature

| (D FallowupaEe
() keys
O MWedicalHistory
O Medicationlog
O OtherMedication
() PatientEvaluate
[0 PhysicalExam
(1) ProjectedFup

Randomization

() signature
O StudyMedication
O Termination

Cancel

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

3. Click [2] 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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3 <ot (datamanager@esplor.dkdscorecom] Acceptance Test Sty  Exusiv fSave Reguired]

Fle  View  Study  Plate  Field  Help

Plates-Modules-Fields

B

Bload Pressure Screening Visits
Pationt Entry Form

Boaroct LI
R, RN rier: ISR
Current Medications Number Initials
a

Manthly Follow up Form L

Patient Evaluation Report DEATH REPORT

Study Termintion
Medication Log o

Adverse tvant Report Death

Dasth Report day montn  year
Keys [1

3 Signature 1]

DODPEPDDDE
Baem~ownawn

Cause of death (according to Death Centficats)

al

[ 11 Weekly Patient Diary
1 20 0stotog

Was an autopsy performed? [ No [ Yes — Please fax acopy of the Autopsy Report

Module options-
Add_ Delele Copy Past a v

CRF List

Setup Sute: @rald | G Hatory | Poge 10 of 12 Plate 10 Desth Report

Table..  Order Fields.. Plate View

Module Properties
Base Module  Death
Description  Death Report
Instance No. | 1 s
Custom

Property Tag Property Value
DFMODULE USERT
DFMODULE USERZ
DFMODULE USER3
DFMODULE USERE
DFMODULE USERS
DFMODULE USERS
DFMODULE USER?
DFMODULE USERS
DFMODULE USERY
DFMODULE USERTO
DFMODULE USERTT
DFMODULE USER12
DFMODULE USERT3
DFMODULE_USERTA
DFMODULE USERTS
DFMODULE USERTE
DFMODULE USERT?
DFMODULE USER1E
DFMODULE USER1S
DFMOBULE USERZ0

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

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

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

Fle  View  Study  Plate  Field  Help

Plates-Modules-Fields

Y — SEEREEEVILILLEER - !
R ovaraxszse P 10 5
[ 3 Medcal istory -

1 5- Monthy Followup Form FuL

E & Patient Evaluation Report DEATH REPORT
7 Study Termination

Module Properties
Base Module  Death

Deserption  Death Report

instance No. [ 1

Custom

Property Tag

Property Value

B 8- Medeationtog
[ 9 Adverse Event Repart
~ B 10- Death Report

Date of
Death
day T month year

DFdiscover 5.11.0

3 Keys [1
B3 Signature [ 1]* Cause of death (according to Death Certificate)

A

D 11 - Weskly Patient Diary
@ 20- Dete Log

was an autopsy pertomes? 1 No [ ves —  Piease fax a copy of the Autopsy Report

Madule options ————————
Add  Delete Copy  Faste a v

CRF List

Vist

Setup State: @it S Witory | Poge 10 of12 Plate 10 Deatn Report bl (Ondor Fekds. | Plata View

DFMODULE UsERT
DFMODULE UsERz
DFMODULE USERs
DFMODULE USERS
DFMODULE USERS
DFMODULE USERS
DFMODULE USER?
DFMODULE USERS
DFMODULE USERS
DFMODULE USERID

DFMODULE USERTT

DFMODULE USERT2

DFMODULE USER13
DFMODULE USER1S
DFMODULE USERTS
DFMOBULE USERIS
DFMODULE USER17
DFMODULE USERTE
DFMODULE USERIS

DFMODULE USERZ0

Select the DEATH field in the Plates-Modules-Fields listing to assign a field definition.

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

Fle  View  Study  Plate  Field  Help

Plates-Modules-Fields

Y — SEEREEEVILILLEER — ]
B 2 Pationt Entey Form petafexgasy Pe 2070

[ 4- Current Medications Numbar Initials.
[ 5 Monthiy Follow-up Form FML
E & Patient Evalustion Report DEATH REPORT
7 Study Termination
[ & Medicaton Log o
@ 9 Adverse Event Report Death
~ [ 10- Death Report day”monn " year
B Keys (1
2 Signature [ 1]
Doath [ 1]

Causa of death (according to Death Centficats) Desih| 1

D 11 - Weskly Patient Diary
@ 20- Dete Log

was an autopsy pertomes? 1 No [ ves —  Piease fax a copy of the Autopsy Report

Maodule options ————————
Add  Delete Copy  Faste

CRF List

Vist

Setup Stote: @raid | © Witory  Poge 10 of12 Plste 10 Deatn Report =) Ondor e | Plate View

Field Proparties.

DEATH
Olias DEATH
(Doescription Cause of Death?

Oprompt

Basic  Detail  Editchecks  Custom

Legal values ere: S(legal)

Constant

No

Ovees Optonal
OReson ~ None v
(Dtidden No
Fall Clor
0 < fields if value =
Oostuction _None
Adjus ot
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1. All fields are now defined on plate 10 - Death Report. Selec

DFdiscover 5.11.0

. 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.

Setup State: @rald G Hatory | Poge 10 of 12 Plate 10 Desth Report

‘ [ DFsetup - Order Fields X

Order
O Left-to-right within top-to-bottom
() Top ta-battom within left-to-right

o Manual

| Field Name Maodule MNumber

Main Screen Screen Break|

|3 prseqio Keys[1] 6
\ieg sueiD Keys [ 1] 7
L] piniT Keys [1] 8
[i2 visoat Keys[1] 9
[A] DEATH Death [ 1] 10
B AuToPsY Death [ 1] 1
[al nvsic Signature [ 1] 12
I|-zj INVSIGDAT Signature [1] 13

v A Group Ungroup | Insert Screen  Delete Screen

2. Click [OK] to apply the selected field order.

Acceptance Test Manual

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

[ BFsetup (data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] =5 sl X
File  View  Sudy  Plate  Field  Help
DataFax #254 Plate #010 = e
[ER] Numbai s Initials
[ 5- Monthy Follow-up Form FomoL
D 6- Patien xalution Rt DEATH RERORT |
B 7 Sudy Tormiowtion
D & Medsatonlog Gt o
@ 9- Adverse Event Report Death
~ [ 10- Desth Report B L
B3 Keys (1
=i Sonstis (12 Causs.of doath (accomding 1o Death COmEte) e Dbl
© B3 Death[1]*
4] DeatH -
L]
[ 11 Weekly Patient Diary
@ 20 Date Log
Was an autopsy performed? ] No 1 Yes — Piease fax acopy of the Autopsy Report
s Module options:
CRF List
vist Type 2
Setup State: @rebd | G Hitory | Page 10 of 12 Plte 10 - Death Report dd/EditTable. | Ovder Fields Plate View 3
. Select the AUTOPSY field in the Plates-Modules-Fields listing to assign a field definition.
[ BFsetup (data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] =5 sl X
File  View  Sudy  Pate  Fied  Help
Plates-Modues-Fieds Field Properties
R Sa— EEEREEEILLLMLELE =
D 2 Patient ey Form [pembexpucs ke 9010
B 3- Uedial b Patient Paticnt
4 Care Medeaiors R, RN rier: ISR
[ 5- Monthly Follow-up Ferm FomoL
B 6- Patient Ealation Report DEATH REPORT
[ 7- Study Termination
B 8- Medication Log — Basic Dl Custom
@ 9- Adverse Event Report Death Olegal
© @ 10- Desth Regert By o yesr e
B3 Keys (1
3 St (115 Caues of doath (ACcording 10 DB CMIENE) eSO L Optora
© B3 Death[1]*
4] DeATH - Nore
U —— -
[ 11 Weekly Patient Diary B
Fill Color
@ 20 Date Log _
Oskip 0 [%]fids it value=
Was an autopsy performed? | 5 T Yos — Please fax acopy of the Autopsy Report Ocommen
Module options-
CRF List
Vist_Type Jinstruction  Nene
o
tTable..  Order Fields. Plate View Adju

. In the dialog, sort the fields as shown, by using the arrow buttons.

Page 54 of 313



[ DFsetup (data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] - o X
Fle  Vew Sudy Pae  Fed  Hep
8 1 Bood PressesSrering Vs SREREEEILLPHIETE
D 2 Fatient Entry Form DataFax#254
@ 3 Medical AUTOPS)
i Rivere: IR e IR
D 5 Monthly Follow up Form LB fion Was an autopsy performed?

[ 6 Patent Evaluston Report DEATH REPORT
B 7 Study Termination |
e - sk | Dol || Eatchecs || Cusom
@ 9- Adverse Event Report Death Olegal
© R 10- Desth Report B R Orelp Legal values are: S{legal
3 ey 1 B [
S Sapenirn )5 CaUSE Of HOAt (ACCOMING 10 DEAN COMMERS) e S el Optional
v B3 Death[1]*
E <P ‘J:::z{::ahml')m'y ,‘:(BW -
Was an autopsy performed? | 11 ] Yes —» Please fax acopy of the Autopsy Report Ocomment
Moduie ptions——————
Ak ) (ooive) (Copy) (Puiie) & %
CRF List
@mstruction | None
Setup State: @alid & History  Page 10 of12 Plate 10 - Death Report fable..| | Order Fields. Plate View R
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 Ideta_manager @explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] b o X

File View Study Plate Field Help.

Plotes Modules s - PateProperties
e TNRRRRNT LTI ,
gt Labe ety Paint iy
R 4 - Cornt Mcnirs o] - 0 ] iy o
D 5 Monthly Follow up Form L s T Sequence is first data fiekd
E 6 Patient Evaluation Report WEEKLY PATIENT DIARY o e
D 8 Medeatontos IR Checx this box f you have not comploted the Pationt Diary forthis week s ek
D 9- Adverse Event Report Fill Color
‘E% 1 — Took siucy g focay? [ENETINE vo 110, wry2 TN Tiigers B Tommation’ No

monih  yoar
wy crergy tovet ocay:_Low N .. .
2. _dy o e Took study crug tocay? [ENEKERNE No  1f No, why? — BIUNME=E®E o
iy blooprossur iy -/ 0 p—
| w arargy vt ocay:_cow RN |
3. — Took study drug today? [ENNEEEINE No  1f No, why? —
oy monin yoar
My bloc pressur fday -/ [ o J—
Add  Delets Copy Paste & & a _”7 Took study drug tocay? ENEEEEEEE o 1f No, why? “
. oy monih  year
= iy biocs prssur foiy: IR/ IR 1)
ey et oy 2o I —
s, _ U ———
day ‘month year
My oo xessure triny: IR/ IR 10
Wy anengy lovelodey:_Low .
6. _ Took study drug tocay? ENEETIENE no  1f No, why? =
L SRy e Rehet S
Setup State: @ald G History Page 11 of 12 Plate 11 - Weekly Patient Diary e.. Order Fields. Plate View Revert

2. Click [2] 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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[ DFsetup (data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] - o X
Fle  Vew Sudy  Pate  Fed  Hep
[ e IR Module ropertes
[ 1- Blaod Pressure Screening Visits Numbar _ Boze Module  Diary
D 2 Fatient Entry Form L s
B 3- Medical History WEEKLY PATIENT DIARY
[ 4- Current Medications Instance No. 6
D)5 Montiy Follow vp Form I ok thie box i you have ot compistad the Pationt Disry for this wack Custom
D 6 Patient Evaluation Report
B ¢ Wediatontos . o B Took sty g ooy IENEETINE o 1o, wry?
| yoar
- kit My blocs s tociy: IR/ IR ) 3
D 10 Dsstn Rapore oFmoDULE UseRs
B 1 ety wy crergy et ocay:_Lowe N .. T
3 Keys 11 = e |
orMoDuLE Uses
Doyl 11 2. Date: _ Took sty crug tocay? INKEEE vo 1o, vy TR
Diaryl21 month  year - DFMODULE USERS
Dary131 My oo s toiy: IR/ A )
B3 Diary [ 5] My energy level today: Low EZESE e DFMODULE USERS
— . _ Took sty g ocey? ENEEENE o 111wy R bAvODULE Ustto
day imonth - DFMODULE USER11
: e R ., (e
“ . | DFMODULE_USER14.
- day  month  year Took stucy crug tocay? ENEEHIE No 1 No. why? n DFMODULE USER1S
Modles optiont——————— My blood pressure foday: -I’ “ (mmig) EMODIE eI
=== oot vt
CRF List My enargy level today e DFMODULE USER1S
DFMODULE UsERte
= s — ook sty rutocoy? TR 110 w7 —
day ‘month year DFMODULE USER20
My oo xessure txiny: I/ IR
My snergy level today;
6. Date: it Took study drug today? [ 1 41 o I No, why? . =
day ‘month year
My blood pressure today: [ /e (mmtig)
My energy level today: Low 15 High
Setup State: @vold | G History  Page 11 of 12 Plate 11 - Weekly Patient Diary W =SHHI o Order Filds. Plate View
3. Click from the Module options.
4. Click from the Module options.
[F7 DFsetup - Paste Module fields X
Rules to modify field properties before pasting
(O 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.
[F] DFsetup - Paste Module fields X
Rules to medify field properties before pasting:
® Alias Substitute ~ 6 with 7 (@)
Description  Substitute ~ & with 7]
O Prompt Prepend &
Cancel
6. Click n the Paste Module fields dialog to perform the paste operation.
[ DFsetup [data_manager@explore.didiscover.com] Acceptance Test Study - Exclusive [Save Required] - o X

Fle  View  Study  Plate  Field  Help

Plates-Modules-Fields

b g Module Properties
y arary ont oo [E— ...

o i Base Module  Diary
1 2 Pationt iy Form ‘
B 3 MedicalHistory 2 _m Took stucy crug tocay? IENNEEENE No 17 No, why? Desripton
B 4- Curnt Medicaions ay month  year N L
B Wy bloos s toiy: IR/ I ) e
@ 7 study Termination My energy level today: Low I Property Tag Property Value
8- Mediation Lo 5 DFMODULE UsERT
D s . oo: I o Mo 1Ko, wh
ly drug lo
B - Mmoot ot A — DAMODIRE UsER2
- @ 11 Weekiy Potient Diary

B3 Keys[1]° My energy level today: Low L

&3 Diaryl 11 DFMODULE USERS

4. Date: = ——— . ey | DIMODINE sohe

day  month  year

iy bios eessre toso: IR/ IR 1

DFMODULE USERS

Diary 5]
DFMODULE USERTO

: s R —————— DPODLE uscR1
B 20-vateog ] day  month  year »
/ DFMODULE USER12
My blood pressure today: {mmHg)
wy enargy iovetocay:Low [T — BeMBLULE Usitia

Took stucly crug tocay I g - 1f Noy whyb- M
Modul options- DFMODULE UsER1S

) R ) D) B -J My blood pressure today: dl-(mmHg) PRIOPALN R
= DFMODULE UseRTe
o Lot S i _—-l—-

DFMODULE USER1S

7. vate e ETE EE] ook stocy cr oy e vos— a1 o wrg - DFMOBULE USERZ0
day ‘month year
oy i eesae odoy- L L1/ LT T i
My energy level today: Low 1_ s High

11 November 2014

Setup Sute: @rald | G Hotory | Poge 11 of 12 Plate 11 Weekly Patient Doy

MUME=UHI

Edit Tablle..  Order Fields.. Plate View

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.
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s

DFsotup [data_manager@explore dfdiscover.com] Acceptance Test Study - Exch
Fle  View  Study  Plate  Field  Help

Plates-Modules-Fields

jusive [Save Required)

[ 1 Blood Pressure Screening Visits My energy level today:
D 3 Medical History 2. 4
[ 4- Current Medications day month  year
[ 5- Monthly Follow-up Ferm
[ 6 - Patient Evaluation Report
B 7- Sudy Tomination Mysnargyllv-Hoday
1D - Adverse Event Report e
[ 10- Desth Report

~ B 11 Weekly Patient Diary

B3 Keys[1]°

B3 Diary [ 5]
B2 Diary[61*

My energy level today:

day  month  year

My energy level today

U -
™

[ 20 Date Log

day  month  year

My energy level today:

Module options ————————
Add_ Delele Copy Past a v

CRF List

day  month  year

Took stucy crug tocay? IENIKERINE o

1 No, why?

Took study drug tocay? [ENEEEEEER o 1t No, why?
T ——— _/ [ -

My energy level today: _

Visit_Type
7.

day  month  year

My anargy level today.

11 November 2014

Setup Sute: @rald | G Hotory | Poge 11 of 12 Plate 11 Weekly Patient Doy

Took study drug foday? “No

Low

Took stucy drug tocay? (NI no
[Tp—— I p—

1f No, why?

1f No, why? 2

o e oy R . 1V _
TRTR— - . J] o -
. I

SHHI S A

Edit Toblle..  Order Fields.

Plate View

Module Properties

Base Module  Diary

Description
Instance No. T :
Custom

Property Tag Property Value

DFMODULE USERT
DFMODULE USERZ
DFMODULE USER3
DFMODULE USERE
DFMODULE USERS
DFMODULE USERS
DFMODULE USER?
DFMODULE USERS
DFMODULE USERY
DFMODULE USERTO
DFMODULE USERTT
DFMODULE USER12
DFMODULE USERT3
DFMODULE_USERTA
DFMODULE USERTS
DFMODULE USERTE
DFMODULE USERT?
DFMODULE USER1E
DFMODULE USER1S
DFMOBULE USERZ0

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

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

£3 oFsetup - H-sxoryfc-waten Weekiy!’atwenlDwary(!e!stBOdayS)

Date and Time Who
1 2026-05-11 16:53:33 data manager

2 2026-05-11 16:53:33 data_manager
2026-05-11 16:53:33 data_manager

4 2026-05-11 16:53:33 data_manager
§  2026-05-11 16:53:33 data_manager
5 2026-05-11 16:53:33 data manager
2026-05-11 16:53:33 data_manager

8  2026-05-11 16:53:33 data manager

2026-05-11 16:53:33 data_manager

41 20260511165333  data manager
20260511 16:5333  data_manager

20260511 165333 data manager
44 20260511 16:5333  data manager
45 2026.0511165333  data manager
2026-05-11 16:5333  data_manager

1g 2026051165333  data_manager
2026-05-11 16:5333  data_manager

History for () <t

Change
change plate field

change plate field

change plate field

change plate field
change plate field
change plate field

change plate field

change plate field

change plate field

change plate field

change plate field
change plate field
change plate field
change plate field
change plate field

change plate field

change plate field

Dstyles (O modules slates  Filter plates

Plate
11: Weekly Patient Diary
11: Weekly Patient Diary

1: Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

Weekly Patient Diary

11 fields .. |

> |Save [Required]|. Click [History|. The setup change history is displayed.
[Save [Required]] (History] p chang y is display

Module

n:
1
1

5090
5090;

5091:

5091:

5091:

5091

5091:

5091

5091:

5092;

5092:

5092:
5092:

Keys

: Keys
5090:

Keys

Diary

Diary

Diary

Diary
Diary

Diary
Diary
Diary
Diary

Diary
Diary

Limit to last | 30

Open the saved .xlIsx file and verify that its contents match the DFsetup - History output

Field What Changed

15 DFdiscover Screen Status

116 DFdiscover Create Stamp

17 Dfdiscover Modify
Stamp

10490: DIARYWK Study Week #

10488; SUBJID Patient Number

10483: PINIT Patient Initials

10590 NODIARY Check this boxif no
diary completed

10592: DDATE 1. Diary Date

10493: DDRUG

10494: DWHY
10495: DSYSBP

10496: DDSBP
10497: DENERGY
10598: DDATE
10499: DDRUG
10500: DWHY

10501: DSYSBP

~ s

1. Took study drug
taday?

1. 1f No, why?

1. My bleod pressure
taday - systolic

1. My bleod pressure
taday - diastolic

1. My energy level today

2. Diary Date

2. Took study drug
today?
2.1f No, why?

2. My blood pressure

Refresh Save As...

Attribu
Field N

Field N
Field N

Eneryp
Eneryp
Encryp
Eneryp
Start Yo
Eneryp
Encryp

Encryp
Encryp

Eneryp

Encryp
Start Ye
Eneryp
Encryp

Eneryp
Encryp

Create user-defined query category codes

1. Select

DFdiscover 5.11.0

> |Query Category Map)|.
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¥
[ DFsetup - Query Category Map - Acceptance Test Study = =] X

|View Query Category Map ~
|
Code Label Auto-Resolve sort =
Query Category
2 llegal Yes 0 Missing
| 3 Inconsistent Yes 0
Sort Order | O -
4 lllegible Yas 0
5 Fax Noise Yes 0
6 Other Yes 0
21 Missing Page No 0
22 Overdue Visit No 0
23 EC Missing Page No 0
‘ Add Delete Import Search: Revert Save Done

2. Click

. The Code field is auto-filled with a value of 30. Press to advance to the Label field. Enter Test for the Label field. Select Yes from the Auto-Resolve drop-down.

Set Sort Order to 5.
[ BFsetup - Query Category Map - Acceptance Test Study - (=] X
| View  Query Category Map v
|
|
Code Label Auto-Resolve sort
Query Category
1 Missing Yes 0 Code o |-
2 llegal ves 0 Label Test
|3 Inconsistent Yas 0 Hurto-Reschve | Yes -
SortOrder | § <
4 llegible Yes 0
5 Fax Noise ves 0
6 Other Yes 0
7 Missing Page No 0
22 Overdue Visit No 0
23 EC Missing Page No 0
-
‘ Add Delete Import Search: Revert Save Dane

3. Click [Add]. 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.
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[
[ DFsetup - Query Category Map - Acceptance Test Study

=]
View Query Category Map ~
|
|
Code Label Auto-Resolve sort = =
Query Category

1 Missing Yas 0 Code ERE

2 llegal Yes 0 Label Monitor
|3 Inconsistent Yes 0 HSuto-Resclva | Yas

Sort Order | 3

4 lllegible Yas 0

5 Fax Noise Yes 0

6 Other Yes 0

21 Missing Page No 0

22 Overdue Visit No 0

23 EC Missing Page No 0

30 Test

O S N
‘ Add Delete Import Search: 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.

- S
[ DFsetup - Query Category Map - Acceptance Test Study

u]
View Query Category Map v
|
|
Code Label Auto-Resolve sort ¥ . .
Query Category

1 Missing ves 0 Code RE

2 llegal ves 0 Label Clinical QC
|3 Inconsistent Yes 0 Huto-Resclva | No

sortOrder [ 10]

4 llegible ves 0

5 Fax Noise Yes 0

6 Other Yes 0

2 Missing Page No 0

22 Overdue Visit No 0

23 EC Missing Page Mo 0

30 Test

31 Menitor
‘ Add Delete Import Search: Revert Save Done

5. Click followed by to close the dialog.

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

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).

DFdiscover 5.11.0
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DFATK - DFdiscover Acceptance Test Kit (ATK) i = x|

Home | ProxyConfig 48 | About

DFdiscover Server

@ explaredidiscover com v

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.

ignin rmissions.” as a valid email address is required for site_monitor to receive the module specific PDF files.

NOTE: Save the 1D99006.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

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 ID99006.pdf file. Select the file and click .

DFsend [site_ monitor@explore.didiscover.com] = B X
File Help
File Name Status Add..
C:/Users/TestUser/Desktop/ATK Resources/ID93006.pdf Teroe
E g B
.
Send
Show Lag

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 Passward x

A password is required to send PDFs.

Username  site_manitor

Password  eesessses|

Cancel

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

o Total 1 PDF files

1 success

0 failure

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

DFsend [site_menitor@explore.didiscover.com] — ) 2%
File Help
File Name Status Add...
Remove

Drop PDFs here a8 B

Send
Send Log Total: 2 Sent: 2 Clear Log... Export Log...
File Name Status Send Date %

v C/Users/TestUser/Desktop/ATK Resources/ID9%006.pdf sent 2026-05-11 16:59:23
v Cy/Users/TestUser/Desktop/ATK Rescurces/Welcome Fax.pdi_ 2026-05-11 14:06:57

8. Select > [Exitl.

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

) DFexplore - Automatic Retrieval x

1 images for selection, 0 in use

Save Level 1-Level 1 s Enable edit checks

Select o document O page O plate

ByAge (O oldest O newest
Quantity 25 |%|documents
Repeat

Cancel

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

1D Drexplore [data_ manager@explore.dfdiscovar.com] Acceptance Test Study - Image - o %
Fle  Edt  View  Select  Plate  Field  Window  Help
1af1
(CELEELINRRNNE L | puen
Number oare ||
F

ML

WEEKLY PATIENT DIARY

/' Check this box if you have not completed the Patient Diary for this week.

1. Date: [12/06/98 Took study drug today? ® Yes O no  IfNo, why?
day ‘month year
PVR———— I R | -T2 J—
) g .
My energy loveltoday: Low &% Figh

2. Date: [13/06/98 Took study drug today? ® ves O no  If No, why?
da

y  month  year

My biood pressure today: 11| {097 ] mtig
T L L L L L
e Noxt 5ot
Napar hini
M L
= WEEKLY PATIENT DIARY
D Check this box if you have not completed the Patient Diary for this week.
1 n.u.:‘l;laz Took study drug today? [X] ves  [Ino  If No, why?
Y
My blood pressure today: _ [2]/ mﬂ (mmkg)
Reasofor Dta Ylun yensao ot cow | e
I
2 e Took study drug today? (X Yes  [INa 1t No, why?
My blocd prossure today: LLLZ 1 L1/ [OT9T7 ] gty
Vot 0
issng Ve - P 11 SEQH = 22, where o = Study Week
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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 Use copy and paste to

create repeating module and field references on a plate.. Verify the settings and click .

@ OFexplore - Field Properties B

Date: 2026-05-11 17:00:52 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 Study Week #  SimpleNumber Essential Number 2nn ig;_
| 7 SUBJD Patient Number S01 Patient 1D Essential Number $(ids)
8  PINIT Patient Initials ~ S02 Patient Int Required String
Check this box if
9  NODIARY no diary SimpleCheck  Optional Check
completed
10 DDATE 1. Diary Date SimpleDate Optional Date dd/mm/yy
11 DDRUG - TooKSMdY  coivbs NGO Optional Choice 02,1
| drug today?
12 DWHY 1. If No, why? SimpleString Optional  String
1. My blood 60
| 13 DSYSBP  pressure today - S20 Systolic BP Optional Number nnn 300
systolic
14 DDSBP ;}z:’ul:io:ﬂay L (2 Optional Number nnn -
‘ it DiastolicBP 150 <
@ @ oK 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.

L L L
W Geoee]  mm

WEEKLY PATIENT DIARY

Check this box if you have not completed the Patient Diary for this weck

1. Date: [12/06/98 Took study drug today? ® yes O no  IfNo. why?
day  month  year
My blood pressure today: [i72] /U'” (mnHg)
. g .
My energy level foday: Low & High
Took study crug today? ® Yes O No  If No, why?

2. Date: [13/06/98
day

month  year

; wy bood pressuretodar: 1] [07] g
| L LT L TN T T R i

Previous Set Next Set
Pationt

Number

Pationt
Initials

Switch to Data Viey

F M L
WEEKLY PATIENT DIARY

Query

I:I Check this box If you have not completed the Patient Diary for this week.

month ~ year

Took study drugtoday? K] ves [INo IiNowhy?
My blood pressure today: / [ols17] (mmHg)

My energy level today: Low 1

I
month _year

Reazon for Data Value

2. Date: Took study drug today? X ves  [INo  If No, why?

/ (mtio

My blood pressure today:

First 2 boxes = center number

2. Enter the Patient Number as it appears on the CRF image. Press - to move to the Patient Initials field
next field.

DFdiscover 5.11.0 Acceptance Test Manual
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Previous Set Next Set

Switch to Data View

Query - +

Reason for Data Value +

Missing Value

BB DFexplore [data_manager@explore.didiscover.com) Acceptance Test Study - mage
LTELLLIRNNNNE T | —"

pationt Patient
Number [9 9 0 0 6 Initials
]

WEEKLY PATIENT DIARY

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

1. Date: [12/06/98 Took study drug today? ® Yes O mo I No. why?
day  month  yesr
My blood pressure today: pz2] /ﬂ’._ (mmg)
O |
My energy level foday: Low ]
2. Date: [13/06/98 Took study cug foday? ® Yos O o IfNo. why?
day  month  yesr
My blood pressure today: (171 /s (mmkig)

" High

L L L L L i
=1 e
P

F
WEEKLY PATIENT DIARY

I:I Check this box If you have not completed the Patient Diary for this week.

1. Date: Took study drug today? K] Yes  [No  If No, why?
iay yoor

My blood prassure today: LV 1 L 2] /[o1917] (mmHg)

My energy level today: Low I s High
2 D:te: Took siudy drugtoday? K vos [na iNowhy?
B My blood pressure today: /(MMHQJ

Vo1 Final Incomplete Pending

Enter a dash for missing inftials, .5 M T

@

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.

J—
@ DFexp

e - dfaddqe: MissingQC

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

Field 6. My blood pressure today - systolic

| Reperted Value

Categary Missing
Status P |} New query

Detail

4 Use  External v

Type Correction e

| Note

Created
|
Modified

| Resclved

4. Click in the Add Query dialog to close the dialog. The 2nd blood pressure field (diastolic)

Again, click |Cancel| in the resulting Add Query dialog.

DFdiscover 5.11.0

Acceptance Test Manual
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@ DF e - dfaddgc: MissingQC %

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 v
Status P |} New query Type Correction hd
Detail
|
|
| Note
|
Created |
|
Modified
| Resolved
| oK ] Cancel

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) Final 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

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit
« User accounts and roles:
o datafax : Unrestricted
o data_manager : Unrestricted
o site_monitor : site_monitor
Client Tools Used: DFATK, DFexplore, DFsetup

Purpose: This module tests the creation of eCRF plates in DFsetup, data entry into eCRF plates in DFexplore, as well as user preferences unique to eCRF plates in DFexplore.

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 .

eCRF creation in DFsetup
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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.

[ Osotup (data

anagor@explore dfdiscover.com) Accoptance Test Study - Exclusive EI

Fle  View  Study  Plate  Field  Help

Plates-Modules-Fields

LI LLLIRRREERERRINNEEREEE
#254 Plate #001 Visit #000

v DelaFas Nurnber )
@3 ™ History . — Label Blood Pressure Screening Vis
& Patient Patient

2 5 - Manthiy Follow-up Form FomL |
(D 6 Patient Evaluation Report e predefined
B 7- Study Termination BLOOD PRESSURE SCREENING VISITS o it
[ER
T . - Layout Portrait

i Age - years Sex E Male Race [l Caucasian Fill Color
:.: 11 - Weakly Patient Diary Female B African American

e Tiggers Early Termination No

§l Asian

Armival Triggar

Sk Help  Custom
T 4 Iy
Screen 1:  Date

i Reading 1 G

: B I URE=x=E -
day  month  year
Reading 2: “ / “ mmHg BP Screening
« Reading 3: “/ mmHg » This page is to be completed at the

patient's initial visit.

3%l |
Screen 2:  Date m Reading 1: “/ mmHg Screen 1 Readings are taken at the

day  month  year

” initial visit.
Madule options: ‘ Reading 2: / - mimHg Screen 2 Readings must be taken at
e S € & e 0= least 24 hours after Screen 1 Readings.
Reading 3: / mmig
CRF List
Vist Type
EtuloSey Gl
1. Age16-79 years old
2. Male, or If ferale, not pregnant and using a reliable contraceptive methad.
3. Taking biood pressure medication.
4. Major surgery or other medical emergency in the past 6 months. RichText  HTML
Setup State: @rabd | S History  Page 1 of 12 Plate ! - Blood Pressure Screening Visits dd/Edit Table..  Onder Felds. Plate View

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 [OK].

[ DFsetup - Add eCRF Plate X l

New Plate Number ‘

e | |

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
Click [A

[ DFsetup Ideta_manager @explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] - o X
File  View  Study  Plate  Field  Help
Plates Modules Fields Plate Properties
[ERE Number
" Label
B
2 oCRF
=} Sequence i predefined |
2 Layout Portrait
=]
QM Triggers Eary Termination No
D 9- Adverse Event Report Eligible for Signing when  Final
[ 10- Desth Report P
[ 11 Weekly Patient Diary
[ 20 DateLog Help | Custom
N ebRets
Um °
————————Module options————————
R s e B
CRF List
RichText  HTML
Setup State: @1 problem & History  Page 13 of 13 Plate21 - Lab Results il /Edit Table..  Order Fields. Plate View

5. Within Plates-Modules-Fields Module options Click . Check (enable) Keys, LB, LB1, LB2, LB3 modules, click .
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[ DFsetup - Add Module X
Select Modules to be added to current Plate

O AEChanges

O AEDescription

O AEResolution

() BloodPressure

() curentheds

() DatelogEvent

() DatelogScreen

(C) DateLogVisit
Death

O Demographics
Diary

() Eligibility

(0) eSignature

() FallowupAE

Keys

1]

181

182

L3

(1) MedicalHistory

() MedicationLog

() otherMedication |

(0) PatientEvaluate

(0) PhysicalExam

O ProjectedFup

O Randomization

O Signature

\ Cancel

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@esplore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required] = O
Fle  View  Study  Plate  Field  Help
Plates-Modules-Fields

[ 1 Bioad Pressure Scrooming Vists 21: Lab Results
B 2- Pationt Entry Form

.

Field Properties.

B 4 Current Medications

3 5 Monthiy Follow up Form F—
B 6- Pationt Evalustion Report

[ 7 Study Termination

[ 8- Medicaton Log Bac  Detail | Editchecks  Custom
[ 9- Adverse Event Report

EEEEER

D 10 eath Report b -

[ 11 WWeakly Patet Diary &

[ 20 Date Log

B 21- Lab Resuits = i
v B Keys[1]* =
i susio - a No

Osk 0 =felds fvaiue=
(Ocommant

CRF List Onstruction  None

Sotup State: @it S Wotory | Poge 13 of13 Plate21 - LabResults Add/EditTable. Order ks Plta View

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

[ DFsetup [data_manager@esplore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]
Fle  View  Study  Plate  Field  Help
Plates-Modules-Fields

S0d Prassure Screening Vit 21: Lab Results
e

[ 7]

FORRES n Number

Medical History Patient Number
Current Medications

:

Study Termination e
Medication Log
Adverse Event Repart

Death Report White Blood Cell

Weekly Patient Diary

Date Log

PPPEPPDEDDEREDED

Lab Resuits

Keys[1]°

Result of

Maodule options ————————
Ad Copy

CRF List

Sotup Stote: @i © Witory  Poge 13 of13 Plate21 - LabResults AddEdtTabl.. OrderFiekds..  Plat View
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8. Click LB1 [1] Module, drag the module onto the eCRF. Select

3 <ot (datamanager@esplor.dkdscorecom] Acceptance Test Sty  Exusiv fSave Reguired]

Fle  View  Study  Plate  Field  Help

Plates-Modules-Fields

B

Bload Pressure Screening Visits

Pationt Entry Form

Medical History Patient Number
Current Medications

Manthly Follow up Form Patient Initials

Patient Evaluation Report

Study Termination e
8 Medication log

9 Adverse Event Report

10 Death Report White Blood Cell
11 Weekly Patient Diary

20 Date Log

PDEDPERPEDDEED

Lab Results

Red Blood Cell
T LB0AT

£ LBORRES 0"

B LsnRIND ©

W LBCLSIG ¢

==
=
=2}

DG Es 3y

CRF List

Setup State: @raid © Wstory  Poge 13 of13 Plate21

21: Lab Results

Module Properties

Base Module 181

Description  Laboratory Test Res ndings
Instance No. | 1 s
Custom

Property Tag Property Value

DFMODULE USERT
DFMODULE USER2
DFMODULE USERS
DFMODULE USERS
DFMODULE USERS
DFMODULE USERS
DFMODULE USER?
DFMOBULE USERS
DFMODULE USERS
DFMODULE USER10
DFMODULE USERTT

DFMODULE USER12

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

DFMODULE USERT3
DFMODULE_USERTA
DFMODULE USERTS
DFMODULE USERTE
DFMODULE USERT?
DFMODULE USER1E
DFMODULE USERTS
DFMOBULE USERZ0

Click LB2 [1] Module, drag the module onto the eCRF. Select

3 <ot (datamanager@esplor.dkdscorecom] Acceptance Test Sty  Exusiv fSave Reguired]

Fle  View  Study  Plate  Field  Help

Plates Modules. Fiolds

Bload Pressure Screaning Visits
Patient Entry Form -
Medical History Patient Number
Current Medications
Manthy Follow up Form

Patient Initials
Patient Evaluation Report

Study Termination
4 e Collection Date

Medication Log

Adverse Event Report

0 Death Report White Blood Cell

Weekly Patient Diary

0 - Date Log

PDDPEPDDDPDEDD

Lab Results
Keys[1]°

BI1]" Red Blood Cell
T LB0AT

£ LBORRES 0"

B LsnRIND ©

o LBCLSIG "

B (1) f
[ Hemoplehs

=

= 3

CRF List

Setup State: @raid © Wstory  Poge 13 of13 Plate21

21: Lab Results

6 ol
a]

i o
Add/Edit Table. Order Fields.. Plate View

Module Properties

Base Module 182

Description  Laberatery Test

instance No. | 1 B
Custom

Property Tag Property Value
DFMODULE USERT
DFMODULE_USERZ
DFMODULE USERS
DFMODULE USERS
DFMODULE USERS
DFMODULE USERS
DFMODULE USER?
DFMOBULE USERS
DFMODULE USERS
DFMODULE USER10
DFMODULE USERTT

DFMODULE USER12

DFMODULE USERT3
DFMODULE_USERTA
DFMODULE USERTS
DFMODULE USERTE
DFMODULE USERT?
DFMODULE USER1E
DFMODULE USERTS

DFMODULE USER20

10. Click LB3 [1] Module, drag the module onto the eCRF. Select
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s

Fle  View  Study  Plate  Fieid

Plates-Modules:Felds
3 1 Blood Pressure Screening Vists
D 2 Pationt ntey Form
3 3 Modical History
[ 4- Current Medications
D 5 Monthly Follow up Form

[ 6 Patient Evaluation Report

D 7 study Termimation
D & Medsatonlog

@ 9- Adverse Event Report
D 10 Daath Report

D 11 Weekly Patient Diary
D 20 atoLog

8 LBORRES n
8 NRND ¢
W sasicer

=

B3 821

mEmE———

DFsotup [data_manager@explore dfdiscover com) Acceptance Test Study - Exclusive [Save Required]

Help

21: Lab Results
Patient Number
Patient Initials
Collection Date

White Bleod Cell

Red Blood Cell

Hemoglobin

Module of
(= = = avl

CRF List

Setup Stte: @rald | G iy

Mean in Conc

Page 13 of 13 Plate2! - LabResults

Module Properties

Base Module 183

s (Findings)
Instance No. | 1 s
Custom

Property Tag Property Value

DFMODULE USERT
DFMODULE USERZ

DFMODULE USER3

DFMODULE USERE

DFMODULE USERS
DFMODULE USERS
DFMODULE USER?

DFMODULE USERS

DFMODULE USERY

DFMODULE USERTO
DFMODULE USERTT

DFMODULE USER12

DFMODULE USERT3

DFMODULE_USERTA

DFMODULE USERTS
DFMODULE USERTE
DFMODULE USERT?
DFMODULE USER1E

DFMODULE USER1S
DFMOBULE USERZ0

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

11. Select fields 10 through 21 by holding

[ [ DFsetup - Add/Edit Table...

| Tables [NewTable1

and clicking on the fields. Selec

> |Add/Edit Table|.

o]

=]

| Title

(") show row borders
Fieldsfrem | 10 3| w0 | 21

Rows 1 >

| [Columns 1 -

Update Table

Table Header

width % || left

() show column berders in data entry window

/[ Horizontal Order ~ color Per Field v
headers Per Field “ color Per Field v
headers Per Field “ color Per Field

Reset
1
width % . left

DFweb Q) staticwidth () single column on phane () single column on phone and tablet

~ width PerColumn  alignment Per Column ~

Cancel Apply Done

I Ouseription. | (abomtony Test Rsiks findlegs)

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

T
File  View  Study  Plate  Field

Plates Modules Falds
[ 1 8iood Pressura Screaning Vists
[ 2 Patient Entry Form
B 3- MedicalHistory
[@ 4- Current Medications
3 5 Monthy Follow-up Form
D 6 Patient Evaustion Report
D 7 Study Terminstion
D & Modiatontog
[@ 9- Adverse Event Repart
[@ 10- Death Report
D 11 Weakly Patant Diary
[ 20 DateLog
v B 21 Lab Resuits
5 Keys (11

8i1)
3 weow*

B2 18101
B3 18201
18301

Madule options-
(aa oose copy | pas

CRF List
Sotup Seate: @sid | © iy

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

Help

21: Lab Results

£ ORRES n b
e A |
White Blood Cell 10 @ n o
e Biood Col 13 ] m © 5
Hemoglobin 16 & 17 (2] 8 @
Mean Cell Hemoglobin Conc 19 (€] 2 &) 2 Ol
Pags 13 of13 Piate2]  LabRasuits AckdjEdie Table..  Order Falc: Plata Viow App Adyust to it Ravort
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13. Select field 11 LBNRIND_WBC, in the Field Properties click Detail. Modify the column display from 3 columns to 2 columns. Click |Apply|. Perform the same actions for field 14
LBNRIND_RBC, field 17 LBNRIND_HGB and field 20 LBNRIND_MCHC.

jer@esplore.dfdiscover.com] Accaptance Test Study - Exclusive [Save Required]

Study  Plate  Fied  Help

Plates-Modules:Fields

) 6 Patont Evaustion Report 21: Lab Results
B 7 Study Termination

B 8- Medcationtog Patient Number

[ 9 Adverse tvent Raport
D 10- Death Report

[ 11 Weekly Patient Diary

Collection Date

Field Properties

Prompt  Grouped

\-7" ﬁtid 19 o

: e | oest [ Eatenect || Camom
Hemogobin TS TR 2 columnz | Label Postion Right
v B Na Choice O blank
¥ LBORRES
88 (BNRIND oice1 1 ABNORMAL
o LBCLSIG ¢ Choike 2 NORMAL
v & B2 -
3 LBORRES g i
& LsnrING
W (BCLSIG ¢
c@mwn
183 LBORRES n*
CRF List
(e —
Sotup State: @t & Mstory  Page 13 of 13 Plate21 - LabResuts Add/Edit Table... Ordor Fields Plata View
14. Select [File] > [Save [Required]). Click [History]. The setup change history is displayed.
| [E2] DFsetup - History for Plate 21: Lab Results (last 30 days) - o x
| Date and Time Who Change Plate Module Field What Changed Attrit
1 2026-05-11 17:31:40 data_manager add plate 21: Lab Results Lab Results MNumt
5 Label
3 eCRF
4 Layol
5 Sequi
s ICR
7 Trigg
Eligib
8 Wher
s Arrive
10 Help
1 Scree
table:
12
13 Fill Ce
14 Custc
15 2026-05-11 17:31:40 data_manager add module instance 21: Lab Results 21 ModuleRef for DF Key Plate
N fields
16 Modlt
17 Instar
18 Orde:
19 Modt
Historyfor () study (O styles () module slates  Filter plates 21 fields ... Limitto last| 30 | +|days Refrash 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 .

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.

DFdiscover 5.11.0

Acceptance Test Manual

Page 69 of 313



Subject

Patient Initisls

Whita Blood Cell OABNORMAL O NoRMAL O cliniaty signiheant
s ol [ Jwma o (Oomwst [ ety sants
Hemoglabin |:] gL O ABNORMAL | O NORMAL [\ cliicatty signisieant

Mean Cell Hemoglobin Conc :] gL O ABNORMAL | O NORMAL [ clinieatly significant

ason for Data Value

-
Al Records 0 x

visit Plate Field Window Help

21: Lab Results

Patient Number 99008

Patient Initials

39006 Collection Date

eason for Data Valu

4. Select > > Data Window, within eCRF background color, click .*! to open the Select Color window.

@ select Color X

L]
|
\ Hue: | 60 |%| Red:| 23¢% |
‘ Custom colors |
‘ Sat: | 10 |3| Green: | 23¢|3 |
‘ Va Blue: | 225 |3 |
| Add to Custom Colors HTML:  #eaeaet |

[ ok | cancel

5. Enter HTML:#07458e.
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@ select Color x|

Basic colors

Pick Screen Color

Custom colors

Add to Custom Colors HTML:  #07458e

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

D DFexplore [site_monitor@explore didiscover.com] Acceptance Tast Study - All Records
File Edit View Select Show Subject Visit Plate. Field Window Help
99008 - 5 of 20 [l ~
e — e
25299 Hospital 199
& 59001
99002
12 s5003 Patient Initials £ oy
2 55004
12 3900 27-5EP-2018
§& 92007
-« & ssc0e

- 93003

Mo screening Vst
~ jH1:Baselne
M2 form 2
1M 3:roms
1 4:Fom 4,791

Switch to List View

Query v [E[+

Reason for Bata Value

[ v |

[Last Save: 2026-05-11 17:50:21 UTC-0400 First 2 boxes = center number

e ]

Entering eCRF data

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

o 5020 Em 21: Lab Results

»

P o ] ]
@

I ...

Rnasonfo Do

1]

r——

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
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o Mean Cell Hemoglobin Conc = 40.2, Check (enable) Normal

Click [Final| to save the data record.

(3] plore [site._r tance Test Study - All Records: - o X
Fle Edt View Select Show  Subject Vist Plate Field Window Help
99008 - 5 of 20 [i<[m]
2% site 99 - Hospital #99 ~
2 99001
99002
1.2 95003
1.2 90004
1.2 99006
12 59007
v 12 95008

> 40 : screening Visits

21: Lab Results

v {W1:gaseine

|93 Form3
|4 : Form4, Py 1

2

22 : 2 Month Follow-up

23 : 3 Month Follow-up

24 : 4 Month Follow-up

30 : Study Termination 2
Switch to List View

Query V| E[+]

Reason for Data Value

111 [

Missing Value| ]/ |ast save: 3/1/2024 08:50:57 | First 2 boxes = center number

3. Select > 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

Overview

Prerequisites:
« Completion of module 1 of Acceptance Test Kit
e User accounts and roles:
o datafax : Unrestricted

o data_manager : Unrestricted
o site_monitor : site_monitor

Client Tools Used: DFATK, DFexplore, DFsetup

Purpose: This module tests the definition of custom properties defined at the study, plate, module, and field level. It additionally tests the creation of custom list views and data export
from custom lists views involving custom properties.

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.

. Edit checks execution of Custom Properties.

. Creating subject data lists and exporting data views.

N o o

. 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 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
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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 X |
By default, custom properties have standard names in the format DFXX USERXX (e.g. DFSTUDY USERT). A tag is a 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

| bFsTUDY USER4
DFSTUDY USERS
DFSTUDY_USER6
DFSTUDY_USER? |
DFSTUDY USERS |
DFSTUDY USERS
DFSTUDY_USER1O |
DFSTUDY_USERT1
DFSTUDY USER12
DFSTUDY USER13
DFSTUDY_USER14
DFSTUDY USER1S |
DFSTUDY USER1E

| prsTupY USERTT
DFSTUDY_USER18 |
DFSTUDY USER19

DFSTUDY USER2G

DFSTUDY_NUMBER DFSTUDY NUMBER |
DFSTUDY NAME DFSTUDY_NAME

DFSTUDY YEAR DFSTUDY YEAR |

Done

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_USER1 = TITLE

o DFSTUDY_USER2 = SPONSOR

o DFSTUDY_USERS3 = PLANSUBJECTS

o DFSTUDY_USER4 = TRIALPHASE

o DFSTUDY_USERS = TRIALTYPE

o DFSTUDY_USERG6 = LENGTH

o DFSTUDY_USER?7 = REGID

[ DFetup - Custom Properties X |
By default, custom properties have standard names in the format DFXX_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 listings and data exparts. Show more

DFSTUDY  DFPLATE  DFMODULE  DFVAR  MISCELLANEOUS
Tag Description
DFSTUDY USER1 TITLE
| DFSTUDY UsER2 SPONSOR
DFSTUDY USER3 PLANSUBJECTS
| DFsTUDY USERa TRIALPHASE
DFSTUDY USERS TRIALTYRE
DFSTUDY USERS LENGTH

DFSTUDY USER7 [recio] ] |
DFSTUDY USERS |

DFSTUDY USERS
DFSTUDY USERTO |
DFSTUDY USERT1
DFSTUDY USER1Z
DFSTUDY USERTS
DFSTUDY USER14
DFSTUDY USERTS |
DFSTUDY USER16

| pFsTUDY USERTT
DFSTUDY USER1S |
DFSTUDY USER1S
DFSTUDY USER20
DFSTUDY NUMBER DFSTUDY NUMBER
DFSTUDY NAME DFSTUDY NAME |

DFSTUDY YEAR DFSTUDY YEAR |

Dene Revert | appl )

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
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tom Properties X

By default, custom properties have standard names in the format DFXX_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 listings and data exports. Show more

DFSTUDY ~ DFPLATE ~ DFMODULE ~ DFVAR  MISCELLANEOUS

Tag Description
DFPLATE USER1 Vi

| DFPLATE USER2 [val ]
DFPLATE USER3

| DFPLATE USER4

| breLare ustrs
DFPLATE USERG
DFPLATE USER? |
DFPLATE USERS |
DFPLATE USERS
DFPLATE USER10 |
DFPLATE USERT1
DFPLATE USER12
DFPLATE USER13
DFPLATE USER14
DFPLATE USERTS
DFPLATE USER16
DFPLATE USER17
DFPLATE USER1S |
DFPLATE USER19
DFPLATE USER20 |
DFRLATE NUMBER DFPLATE NUMBER |
DFPLATE DESC DFPLATE DESC |

Apply ] |

Done Revert

7. Click DFMODULE tab, followed by the empty Tag cell for DFMODULE_USER1. 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_USER5 = XXSCAT

o DFMODULE_USER6 = XXFAST

DFsetup - Custom Properties X
By default, custom properties have standard names in the format DFXX_ USERXX (e.g. DFSTUDY_USER1). A tag is a unique name that replaces the
standard name. A description may also be defined for se in tabular listings and data exports. Show more
DFSTUDY ~ DFPLATE  DFMODULE  DFVAR  MISCELLANEOUS
Tag Deseriptien
DFMODULE USER1 XXTEST
| DFMODULE_USER2 XXTERM
DFMODULE USER3 XXTRT
| DFMODULE USER4 XHCAT

DFMODULE_USERS XXSCAT

DFMODULE USER6 [xxh\s\‘ ]

DFMODULE USER7 |
DFMODULE_USER8 |
DFMODULE USERY

DFMODULE USER10 |
DFMODULE USERT1
DFMODULE USER12
DFMODULE USER13
DFMODULE USER14
DFMODULE USER1S
DFMODULE_USER16
DFMODULE USER17
DFMODULE USER18 |
DFMODULE USER19

DFMODULE USER20 |
DFMODULE NAME DFMODULE NAME |

DFMODULE DESC DFMODULE DESC |

Apply ] |

Done Revert

8. Click DFVAR tab, followed by the empty cell for DFVAR_USERT1. 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
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DFsetup - Custom Properties

By default, custom properties have standard names in the format DFXX USERXX (e.g. DFSTUDY_USER1). A tag s a 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

DFVAR USER1
DFVAR_USER?
DFUAR USER3

| DFVAR USER4

| bruar users

VAR USERS

VAR USERT

VAR USERS

VAR_USERS

VAR USER10

VAR USER11

VAR USER1Z

VAR USER13

VAR USER14

VAR USERTS

VAR_USER16

VAR USERT?

VAR USER18

VAR USER1S

VAR USER20

| ruar oese

VAR TYPE

VAR PROMPT

R R R R

VAR UNITS

9. Click [Apply| > to apply the newly defined Custom Property values.

DFMODULE ~ DFVAR  MISCELLANEOUS

Tag
EC PLT_ENTER
EC FLD ENTER

EC_PLT_EXIT

[ec rio ex ]

VAR DESC
VAR TYPE

VAR PROMPT

8 28 %

VAR UNITS

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 2026 Acceptance Test Study

o SPONSOR = Pharma 123 Inc.

o PLANSUBJECTS = 100

o TRIALPHASE = PHASE Il TRIAL

o TRIALTYPE = TREATMENT

o LENGTH =

4 MONTHS

o REGID = NCT00000001

Click [OK] to save and dismiss the dialog.

" DFsetup - Global Settings

Property Tag
TITLE

SPONSOR
PLANSUBJECTS
TRIALPHASE
TRIALTYPE
LENGTH

REGID
DFSTUDY_USERS
DFSTUDY USERS
DFSTUDY_ USER10
DFSTUDY USER11
DFSTUDY USER12
DFSTUDY USER13
DFSTUDY USER14
DFSTUDY USER1S
DFSTUDY USER16
DFSTUDY_USER17
DFSTUDY USER18
DFSTUDY USER19

DFSTUDY USER20

Global  Help  Fields Llevels Guides Custom  ePRO

Property Value

DFdiscover 2026 Acceptance Test Study
Pharma 123 Inc

100

PHASE Ill TRIAL

TREATMENT

4 MONTHS

[N:Ic-ocomm }

g

Cancel Apply

Done

Deseription

Revert

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

DFdiscover 5.11.0
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o V2 =11 November 2014 - Corrected error in Eligibility Criteria item 6.
Click

3 <ot (datamanager@esplor.dkdscorecom] Acceptance Test Sty  Exusiv fSave Reguired]

Fle  View  Study  Plate  Field  Help

Plates

s Fiolds

Number 1 s
Patient Entry Form

LI LLLIRRREERERRINNEEREEE
DataFax #254 Plate #001 Visit #000
’

(@ 3 Medical History patient G- - — Mo Brecame Scrakig Ve
@ 5 - Monthly Follow-up Form FomMeL 5
(D 6 Patient Evaluation Report e predefined
B 7- Study Termination BLOOD PRESSURE SCREENING VISITS o it
@ 8- Medication Log i RS
(@ 9 Adverse Event Report - Layout Portrait v
B 10 - Death Report Age years Sex E Male Race Caucasian il Color
2 11 Weekly Patient Diary Female African American
R buaiss Triggers Early Termination No
W Asian
LS M et
Otrer, specity
Arrval Trigger
s % Help  Custom
B/
Screen1:  Date Reading 1: mmHg property Tag Property Value
dsy  month  yesr
Reading 2: mmH
o o e
e error in Elgibilty Critara tem 6.
g reaog s | IRCHN / IR ..., B
DFPLATE USER
P 5 DFPLATE USERS
Screen2:  Date Reading 1: mimHg
day  month  year DFPLATE USER?
B T e
— roosn o [N / I vv1s
- DFPLATE USER1T
Visit_Type
albiey crisds Lasicail ool
DFPLATE USER13
1. Age 16-79 years oid
DFPLATE USER1A
2. Male, or If ferale, not pregnant and using a reliable contrace plive methad, DFPLATE USER1S
DFPLATE USERIS
3. Taking blood pressure medication. CFPLATE USER17
DFPLATE USERIB
4. Major surgery or other medical emergency in the past 6 months. DFPLATE USERIS
Setup Staie: Qe ) Hitory | Page 1 of13 Plte 1 - Blood Pressure Screening Visits

fable..  Order Fields. Plate View Apply Revert

Click

[ D setup (data_manager@explore.dfdiscover.com] Acceptance Test Study - Exclusive [Save Required]

Fle  View  Study  Plate  Field  Help

Plates- Modules- Fields Plate Properties
Medication Code #:

B 1 Blood Pressure Scresning Vi

Number FE
P_ Give the patient gng bottie of study medication from the medication kit with this code number. Tl
@ 3 Medical History o PotiemtEntyForm
[ 4- Current Medications eCRF No
@ 5 - Monthly Follow-up Form i =
1 equence s predefined
3 6 Patient Evaluation Report s R
@ 7- Study Termination achics (11 [ Standard
B 8- Medication Log
D) 5 Advrse vt Ron oute ot [N Loyt Pt
)10~ Doath Report day mionth  year il Color
3 11- Weeky Patient Diary s
(@ 20 DateLog : Triggers Eary Termination No
) 21 Lab Resuite : )
B 21 okesis waiond w o RN - EigtieforSaring when  Fn :
Al Trigger
EEEE
Heignt em or in P
Help  Custom
roperty Ta roperty Value
T - J— propory g propary
vi 1 October 2014
= 11 November 2014 - Updated
Smoking Siatus [ Never smoned Exercise* [ None, or <1 time/weex randomization instructions
« b DFPLATE USER3
Ex-smoker I 1-2 times/weex
3 DFPLATE USERs
Smokes cigarattes g 3.4 tinessweek
OFPLATE USERS
Smokes pipercigars d >4 times/week
DFPLATE USERS
* aerobic exercise for at least 20 minutes
DFPLATE USERT
Module options———————— OFPLATE USRS
Add Delste Copy | Pasme aw

Bojectec

DFPLATE USERS
day T menth T year DFPLATE USER11
DFPLATE USERI2

DFPLATE USERI3
DFPLATE USER1A
CFPLATE USERTS
DFPLATE USER1G
11 November 2014 DFPLATE USERT7
DFPLATE UsER1S

Setup Sute: @rald | G Moty Poge 2 of13 Plete2 - Patent EntryForm

fable..  Order Fields. Plate View

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
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I3 DFsotup (data manager@explore ddiscover.com) Acceptanc Tost Study - Exclusiv [Save Roquired) =
¢ gor@exp P y g o x
File  View  Sudy  Pate  Fied  Help
Plates-Modules.Fields SE—— Module Properties
ation Code #: &
[ 1- Blood Pressure Screening Visits Base Modde | Kays
~ [@ 2 patient Entry Form Give the patient giig bottie of study medication from the medication kit with this code number. De: T
seription Key felds
Randemization | 1] Instance No. | 1 :
Demograpnics [ 11 Custom
PhysicalExam [ 11 Medical Examination
5 Projecmdfup | 1] ! ackics (11 propertyTag Pty o
@ 3 Medical History Dete of Birth HTES PREYS
[ - Current Medications day ot year XTERM
B 5- Monthly Follow-up Farm o
@ 6- Patient Evalustion Report = - S
B 7- Study Tormination Weight 2 K or —
[ 8- Medication Log ©
s vont Repor XEAST
@ 10- Deatn Report DFMODULE USER?
[ 11 Weeky Patient Diary _ DFMODULE USERS
@ 20-Date Log Pulse beats/minuta
DFMODULE USERS
[ 21- Lab Results
DFMODULE USERIO
smoking Siatus [ Never smokes Exercise” [ vene, or <1 timawesk DFMOBULE USERTY
Ex-smoker 1-2 times/week DFMODULE USER12
Smokes cigarsties 34 times/week DFMODULE USERTS
Smokes pipercigars 4 times/wesk DFMODULE USER1A
* aerobic exercise for at least 20 minutes DFMODULE USERTS
Module options- DFMODULE USERTE
Add_ Delete Copy Pasie aw DFMODULE USER17
CRF List DFMODULE USER1E
Date of First Study Follow-up Visit (1 month + 3 days) DFMODULE UsERTe
Vist_Type day  month i
¥ s DFMOBULE USER20
11 November 2014
Setup Staie: Qe ) Mistory  Poge 2 of13 Plote2 - Poient Eniry Form it Table..| Oder Filds. Plate View

7. Double-click Randomization [1]. In the Module Properties window specify RANDCODE for the XXTEST Property Value. Click

[ DFsotup (data_manager@explore.dfdiscover.com) Acceptance Test Study - Exclusive [Save Required] = o X
g P P b q
Fle  View  Swdy  Pae  Feld  Help
Plates-Modues-Fieds R 05 4 Module Properties
ation Code #:
[@ 1 Blood Pressure Screening Visits Base Module  Randomization
~ [ 2 patient Entry Form Give the patient gng bottie of siudy medication from the medication kit with this code number.
[} oy patient ong Yy Description  Randomization Medication Code
B Keyz (1
- [Randomizabon(11° Instance No. | 1
3 Demograpnics (1] s
PhysicalExam [ 1] Medical Examination
B3 Projectsdup 1] aphics (11 Property Tag Property Value
[ 3 Medical History Date of Birth XS RANDCODE
[ 4- Current Medications Gy ionth  year TERM
3 5 Monthly Follow-up Form o
2 6 Patent Evauston Report — R, =
[ 7- Study Termination Weight 2 K or bs el
B 8- Medication Log G
a vent Repor XUGAST
ot oo N . o R
[@ 10 Death Report DFMODULE USER?
[ 11- Weeky Patient Diary EE DFMODULE USERS
D 20 Dste Log Pulse beats/minute
DFMODULE USERS
[ 21 - Lab Resuts
DFMODULE USERIO
Smoking Siatus [ Never smoned Execise [ None, or <1 timesweek DFMOBULE USERt1
Ex-smoker 1-2 times/week DFMODULE USER12
Smokes cigarsttes 3-4 times/week DFMODULE USER13
Smokes pipercigars >4 times/wesk DFMODULE USER1A
* aerobic exercise for at least 20 minutes DFMODULE USERTS
Module options ——————— DFMODULE USERTE
Add_ Delete Copy Pasie av DFMODULE USER17
LS TR ee i
CRF List DFMODULE USER1S
Date of First Study Follow-up Visit (1 month + 3 days) DFMODULE UsERTe
Visit Type day marith "
4 e DFMODULE USER20
11 November 2014
Setup State: @ald & Wstory  Page 2 of13 Plate 2 - Patient Entry Form it Table..] Oer Fiids. Plate View

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.
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3 oot (dat P
Fle  View Sty Pate  Fed  Hep

Plates-Modules:Felds
3 1 Blood Pressure Screening Vists
v D) 2 ationt Entry Form
3 Keys (11
v B2 Randomization|1]*

3 Demographics | 11
3 physicalbxam [ 1]
3 Projectedfup [ 11
B 3 MedialHistory
B 4- Cument Madications
@ 5 Monthy Follow-up Form
[ 6- Patient Evaluation Report
@ 7 Study Termination
@ 8- Medication Log
[ 9 Acverse Event Raport
(@ 10 Death Report
@ 11 Weekly Patient Diary
@ 20- Date Log
D 21 Lab Resuits

Module options —————————
Add  Delele Copy  Paste A

CRF List

Tost Study Required)

PATIENT ENTRY FORM

Randomization

Provided the patient meats all eligibility criteria, call the randomization hat line ((905) 999-8888) for this patient's
random medication cods numhe: i

Wedication Code#: 10|

Give the patient gn@ bottie of study medication from the medication kit with this code number.

woor N . . I ..
vor [ .., . R .
puso NG oot

Smokirg Satus [ Never smoked Exercise” [ Nore, or <1 timeweek
K cxsmoker -2 times/weok
Smokes cigarsties 3-4 times/week
Smokes pips/cigars d >4 timesiweck

* aerobic exercise for at least 20 minutes

Bipjectedfup il

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

Field Properties
522 Med Code Nus

a

- EXREFID

@Prompt Medication Code ¢

Basic  Detl  Edtchecks  Custom

Property Tag Property Value

£C_PLT ENTER

£C FLD ENTER

£ PLT EXIT

£C_FLD EXIT [imissingac Respanse i requirea. |
DFVAR USERS

OFVAR UstRe

DFVAR USERT

DFVAR_USERS

, DFVAR UsERs

DFVAR USER10
DFVAR USERT!
DFVAR USER12
DFVAR USER13
DFVAR USER 14
DFVAR USERTS
DFVAR USER16
DFVAR USERT7
DFVAR_USER 18
DFVAR USERT9

DFVAR USER20

Setup State: @olid G History  Page 2 of13 Plate2 - Patient Entry Form Add/Edit Table..| Ordler 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
[ DFsetup (data_r Acceptance Test Study Required] - o X
File View Study Plate Field Help
Plees-Mocules Fiekds T Fied Properties
[ 1 Blood Pressure Sereening Visits 522 Med Code
B 2 Patient Entry Form Randomization “
3 E ::1;L‘Mjm<n»|w\- Provided the patient meets.all eligibilty crteria, call hot line ({805) 599-8888) for this patient’s :

3 Demograpnics [1]
2 Physicolbxam 11
E3 Projectediup 1]
@ 3 Medical History
[@ 4- Current Medications
[ 5 Monthly Follow-up Form
[ 6 Patient Evaluation Report
[ 7- study Termination
@ 8 Medication Log
3 3 Adverse Event Report
B 10 esth Report
[ 11 - Weekly Patient Diary
@ 20-DatoLog
D 21 - Lab Results

Madule options-
Add  Delete  Copy aw

CRF List

vist Type

Sotup Seate: @aid| © el B

random medication cods nym!

Modication Codes:| 10 |

Give the patient gng bottle of study medication from the medication kit with this code number,

Medical Exami

Date of B

wor: N s o RO .-

P

T - J—

smoking Satus [ Never smokea Exercise” [l wone, or <1 timevwesk
Ex-smoker 1-2 times/weok
Smokes cigarettes 3-4 times/week
Smokes pipe/cigars 4 times/week

* aerobic exercise for at least 20 minutes

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

2 of13 Plate2  Patient Entry Form Ade/Edit Table..  Order Falds. Plate View

@rompt  pedicar

Codes
Bosc  Dewl  Edtchecks | Custom
Exeatte it checks on following event:
Ovste enter

O enter

[ T v——
OPate st

Adjust to fit Ravert

12. Click Weight (Ibs) field, then Custom. Enter [WeightEquiv] Weight conversion. in the EC_FLD_EXIT Property Value. Click
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[ Osetup [data_manager @explore.difdiscover.com) Acceptance Test Study - Exclusive [Save Required]

Fle  View  Study Pt

Plates-Modules- Felds
3 1 Blood Pressure Screening Vists
v D) 2 ationt Entry Form

andomization | 1] *
& exrerio
B Demographics [ 1]
v 2 physicalbram [ 1
& Wike

& HiCm
i HTIN
i puLse
8 svioke
8 exexarse
5 projct
3 Medica Hi

Current Medications

Manthly Follow-up F

Patient Evaluation Report

Medication Log
Adverse Event Raport
0 - Death Report

B
6
7- Study Termination
]
9

I

Weekly Patient Diary
0 - Date Log
Module options-

Add_ Delele Copy Past

CRF List

Visit_Type

Fieid

Setup State: @rald G

History

Help

Page 2

PATIENT ENTRY FORM

Randomization

Provided the patient meats all eligibility criteria, call the randomization hat line ((905) 999-8888) for this patient's
random medication cads.n .

Medication Code :

Give the patient gn@ bottie of study medication from the medication kit with this code number.

oute ot | A

1L,
day  month  year

wog: [ s o

viogr: IR
puso NG oot
Never smoked Exercise [ Nore, or <1 time/week
Ex-smoker I 1-2 times/neek
ll smokes cigarettes B 3-4 times/weex
| _Smokes plpacigars d >4 tmes/wesk

~ aerobic exercise for at least 20 minutes

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

of 13 Plate 2 - Patient Entry Form dd/Edit Table..  Order Fields. Plate View

Field Properties

@ Description Weight (lbs)
Basic Detail Editchecks Custom
Property Tag Property Value

EC PLT ENTER
EC AU
EC PLT EXIT

B

EC_FLD EXIT [WeightEquiv] Weight conversion

DFVAR USERS

DFVAR U

DFVAR USER
DFVAR USERS
| DFVAR Usess
DFVAR USER10
DFVAR USERT1
DFVAR USER12

DFVAR USER14
DFVAR USER1S

DFVAR USER16

DFVAR USER20

13. Select

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

[ DFsetup - History for Plate 2: Patient Entry Farm (last 30 days)

Date and Time Who
2026-05-14 00:17:51 data

2 2026-05-14 00:17:51 data
3 2026-05-14 00:17:51 data
4 2026-05-14 00:17:51 data
5 2026-05-14 00:17:51 data
6

2026-05-14 00:17:51 data
g 2026-05-14 00:17:51 data
9
10

§ 2026-05-14 00:17:51 data

12
13 2026-05-14 00:17:51 data
14 2026.05-14 00:17:51 data

16 2026-05-1400:17:51  data
17 2026.05-140017:51  data
1§ 2026-05-1400:17:51  data
1g 2026-05-14 0017:51 data
an 2026-05-1400:17:51  data

History for () s

manager

manager
manager
manager

manager

manager

manager

manager

manager

manager

manager
manager
manager
manager

manaaer

Change Plate Module Field

change plate 2: Patient Entry Form

change medule instance  2: Patient Entry Form  5032: Keys

change plate field 2: Patient Entry Form  5032: Keys 10220: SUBJID
change plate field 2: Patient Entry Form  5032: Keys 10221: PINIT
change plate field 2: Patient Entry Form  5032: Keys 10222: VISDAT
change module instance | 2: Patient Entry Form 5033: Randomization

change plate field 2: Patient Entry Form  5033: Randomization | 10223: EXREFID

_2 Patient Entry Form 5034: Demagraphics 10224: BRTHDAT

change plate field 2: Patient Entry Form  5035: PhysicalExam 10225: WTKG

change plate field 2 Patient Entry Form  5035: PhysicalExam 10226: WTL8

change plate field 2: Patient Entry Form  5035: PhysicalExam 10227: HTCM
change plate field 2: Patient Entry Form  5035: PhysicalExam 10228: HTIN
change plate field 2: Patient Entry Form  5035: PhysicalExam 10229: PULSE
change plate field 2: Patient Entry Form 5035: PhysicalExam 10230: SMOKE
chanae olate field 2: Patient Entrv Form  5035: PhvsicalExam 10231: EXERCISE
Filter plates 2 fields .. Limitto last| 30 |3 days Refresh

What Changed
Patient Entry Form

Key fields
Patient Number
Patient Initials

Entry Date

Randomization
Medication Code
Medication Code #

Date of Birth (dd/mm/
yyyy)

Weight (kg)
Weight (Ibs)

Height (cm)
Height (inches)
Pulse (beats/min)
Smoking Status

Exercise

Save As...

=] X

Attribut
Customi

Custom
Encrypte
Encrypte
Start Ye:
Encrypte

Custom

Field Exi
Custom
Encrypte
Start Ye:

Encrypte
Encrypte
Custom
Encrypte
Encrypte
Encrypte
Encrypte
Encrypte

Encrvote

1. Save the DFsetup history as module5_setuphistory.xIsx by clicking >
before closing the history dialog by clicking

Exporting Custom Properties in DFsetup

1. Select

> |[Export Setup| >

2. Click Field Properties [..

3. In the resulting dialog, click [Select none].

4. Select Name, Alias, Description, EC_PLT_ENTER, EC_FLD_ENTER, EC_PLT_EXIT and EC_FLD_EXIT. Click

5. Specify module5_setup.xlsx as the Output File name, enable (check) Open output file after export.. Click

DFdiscover 5.11.0
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DFdiscover 5.11.0

[ DFsetup - Export to Excel X

Schema
| Field gy : =
| Propurtios Name, Alias, Description, EC_PLT_ENTER, EC_FLD_ENTER, EC_PLT_EXIT, EC_FLD_EXIT =
Plates Al Plates z
() Export Schema to single sheet
| Configurati
|| O piates (O Translations () Lookup Tables Map () Conditional Terminations
‘ () Edit checks (T) ePRO Notifications ) Visit Map (O conditional Cycles
|| O Modules () Missirig Viilus Codas () Page Map () Gonditional Visits
|| O sites (O Query category Map () CRF Type Map (O conditional Plates
‘ () subject Alias Map () Sort Map () crF Background Map
Select Al Select Nene
|
Output Fil
‘ C:fUsers/TestUser/Desktop/module5_setup
Open output file after export Advanced.

Cancel

In the exported Excel file open the Global Settings tab to view the newly defined Global Property tags.

B modules.setup - Excel (Non-Commercial Use) (Unlicensed Product)

(o Bplven Ews B Do @ T

4 coveonss [l

®

AL - f | Acceptance Test Study
1 Acceptance Test Study 1
2 |Study Number
3 Study Launched in the Ye 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
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 For assistance please contact 1-XXX-XXX-XXXX.
11 Fi 40 characters long.
12| Seare Yeur 1510
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
19 Level 4 Level 4
20 Level 5 Level 5
21 |Level 6 Level 6
22 Level 7 Level 7
23 TITLE DFdiscover 2025 Acceptance Test Study
21 sponson Prama 123 nc
s puansuBiECTs
28 LENGTH 4 MONTHS
33 DFSTUDY_USER11
» | Tl Sheet | Global Settings | Custom Properties | 1-Blood Pressure Scree..ts | 2- Patient Entry Form | 3 - Medical History | 4- Current Medicatic ... [
count:2 | EH

Resty G Accssbity ivstote
—

Click 2 - Patient Entry Form to view the newly defined Plate Custom Property tags. Return to DFsetup.

£ search o
fle  Home nset Draw  Pagelayowt  Formuas Data  Review View Adddns  Help  Team & share & Comments
[ EA Calir e AR Generat ] E‘D"S"“ RAE:A

B~ % Delete ~ -

C FPNEREYE 6om0 B8 | RS s | S asis | =

Clipboard 5 Font & Alignment [l Number [ Styes cets Editing deas | sensitity ~

AL ~ % | 2-atient Entry Form v
A s c o e 3 s H -

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 PINTS(plate) Patient Initials

5 |visDAT ENTDAT Entry Date

6 |EXREFID EXREFID Medication Code # [MissingQC] Response is required.

7 |BRTHDAT BRTHDAT Date of Birth (dd/mm/yy)

s |wTke EWTKG Weight (kg)

s |wns EwTLs 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

7

18

1

2

|

2

)

2

5

2

27

)

2

30

B

2|

3

= -

» Title Sheet | Global Settings | 1 - Blood Pressure Scree..its | 2 - Patient Entry Form | 3-Me .. @ & [« y
ot | E o - ' + 100
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8. Select > to close DFsetup.

Edit checks execution of Custom Properties

1. 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 dialog.

NOTE: If data_coordinator has been set up for 2-factor authentication with Azure SMS, you may need to wait for a 1-time code to arrive at the phone number as defined in

DFadmin.
@ Drexplore - dfmessage: Edit checks Log — m| o
Name: DFdiscover 2026 Acceptance Test Study

Sponsor: Pharma 123 Inc.

Subjects: 100

Phase: PHASE Il TRIAL

Type: TREATMENT

Length: 4 MONTHS

Protocol: NCT00000001

OK Cancel

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].

@ Drexplore - Change Made & Level X

Mode Validate ~

Save level 3 - level 3 v Enable edit checks
OK Cancel

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.

ccaptance Test Study - All Records

Subject Visit Plate Field Window Help
I I AR AN EEEE INEEEEEEEE |
DoiaFx 4254 Vist#o01
Tmber (99010 oty [ARX Entry Dato [14/11/18
F M day  month  year

PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibility teria, call the randormization hot ine ((905) 999-8888) for this patient’s
andom r fon code numbe
edicaion Codo
Give the patient gng botle of study medication from the medication kit wih this. code number.
Modical Examination
Date of Birth [11/05/1969
day  month  year
Switch to List View Weignt [121.1 @ or [2670 ] s
Que + =
5 728
Height (185 cm or (0728
Puise beats/minute
Smoking Status ® Never smoked Exercise 6, or <1 time/week
Reason for Data Value +
ek
* aerabic exercise for at least 20 minutes
incomplete Panding
Missing Volue | |Last s 22224 UTC-0400 Legal values: 19999

6. Press to exit the field and execute the sdv edit check.
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@ Drexplore - c
Site: 99, Subject: 99010, Visit: Baseline, Page: Form 2
Field Medication Code #
Reported Value 2524
|
| Category Other Use  External v
Status P |} New query Type Correction ~
|
Detail Verify randomization occured in accordance with CRF Version 2: 11 November 2014
Updated randomization instructions.
Note
Created
|
Modified
Resclved

7. Click to add the edit check containing the Custom Property Value's added in “Defining Custom Properties in DFsetup.”.

] cancel

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.

@ Drexplore - Field Selection

Page: 002 - Patient Entry Form

+

Data Fields

T E:DFSEQ - Visit Number

t SPINIT - Patient Initials

t @VISDAT - Entry Date

T 11:BRTHDAT

Weig

Code

Date of Birth (dd/mmy/yyyy)

T 14HTCM - Height (cm)

Metadata Fields

Field Properties

+ DFVAR DESC

DFVAR TYPE

T DFVAR PROMPT

T DFVAR UNITS

T DFVAR COMMENT

T DFVAR_HELP

T DFVAR_INST

RUCTION

T DFVAR MODNUM

7:SUBJID - Patient Number

10:EXREFID - Medication Code #

12WTKG - Weight (kg)

13WTLB - Weight (Ibs)

Display Fields

Done | Cancel

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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@ Drexplore - Field Selection

‘ Page: 002 - Patient Entry Form

Load Save Remove Enter name

o+ Data Fields - Display Fields

6:DFSEQ - Visit Number
7:SUBJID - Patient Number
BPINIT - Patient Initials

SVISDAT - Entry Date

12

G - Weight (kg)

13WTLB - Weight (lbs)

+ 4+ +++F++++

14HTCM - Height (cm)

DFVAR COMMENT
DFVAR HELP

DFVAR INSTRUCTION
DFVAR MODNUM
DFVAR_ MODNAME
DFVAR MODDESC

+ 4+ + 4+ + + +

EC FLD EXIT

+

DFPLATE_NUMBER

10:EXREFID - Medication Code #

Metadata Fields

Plate Properties

— T:SUBJID - Patient Number

— 10:EXREFID - Medication Code #
—  10EXREFID ~ EC_FLD_EXIT
— 12WTKG - Weight (kg)

— 13:WTLB - Weight (Ibs)

TUBRTHDAT - Date of Birth (dd/mm/yyyy)

Drop field to desired position

Cancel

5. Return to the Metadata Fields window, click +

@ DFexplore - Field Selection

Page: 002 - Patient Entry Form

X

Load Remove | Enter name

ar Data Fields

E:DFSEQ - Visit Number
7:SUBJID - Patient Number
BPINIT - Patient Initials

SVISDAT - Entry Date

12WTKG - Weight (kg)
13WTLB - Weight (Ibs)

14HTCM - Height (cm)

DFVAR_COMMENT
DFVAR_HELP
DFVAR_INSTRUCTION
DFVAR_MODNUM
DFVAR MODNAME
DFVAR MODDESC
XXTEST

+ 4+ + 4+ + + +

EC FLD EXIT

+
+
+
+
+ 10EXREFID - Medication Code #
+
+
4
+

1BRTHDAT - Date of Birth (dd/mm/yyyy)

Metadata Fields

Plate Properties

= Display Fields
— T:SUBJID - Patient Number

— 10:EXREFID - Medication Code #

— 10EXREFID ~ EC FLD EXIT

— 12WTKG - Weight (kg)

— 13:WTLB - Weight (Ibs)

— 13w ~ EC_FLD_EXIT

6. Click to apply the field selection criteria and close the dialog.

next to field EC_FLD_EXIT to add the field to the Display Fields window. From the drop-down select 13:WTLB.

D Fexplore [data_coordinator@explore didiscover.com] Accaptance Test Study - List

Fie Bt View St  Show  Page  Field  Window  Help

‘ Plates & Metadata | Modules Custom SUBID EXREFID EXREFIDEC_FLD EXIT WIKG WIS WTLBEC FLD_EXIT
|iss0011.2) - 1f7 I [0 s |[iMsingaci Response is required. 0550|1213 | eightEauiv Weight conversion.
i l2 w0z m MissngQC) Reporse s requred. | O7AS 1645 WerghEqui] Weight conversion
R Is oo o WiningC) Nporme v, 0673 [ oiEomt Weight comversion
03 Medal History 4w s [MissingQ] Response s equired. | 0719 1718 [WeghtEqu] Weight conversion,
004 - Currert Medications Is o008 8522 [MissingQC| Response s required. | 0975 2150 [WeightEquiv] Weight conversion.
005 Monthiy Follow up Form fo oo s Missing| Response is required 2150 (Weightéqui] Weight converson.
st e §7 won s [MissingQC| Response s required. | 1211 2670 [Wightéquiv] Weight conversion

007 - Study Termination
008 - Medication Log
009 - Adverse Event Report
010 Death Report

011 Waekly Pationt Diary
020 Datelog

021 - Lob Results
metadata - Query Reports
metsdats - Ressons
metadata - Queries

metadata - Missed

DFdiscover 5.11.0

(Rl IR R INRERENNRE |

Plate #002 Sequence 1001
y year

PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line 999-8888) for this patient's
Tandorm medication code numwk.w!y {1906) ) (e

wodication odos; [ [1 [43]

Give the palient one bottle of study medication from the medication kit with this code number.

Medical Examination

caworaan (1151 [0]2] [317]
day month yeer

wign (LT [ sy o [T2IT10] 0e
o [EBEIE]M
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7. Select

o Format = Excel

> |Export Data| to save the data to a local file. In the dialog, set:

o Check (enable) Include header as the first record in output file.

8. Click [..] next to Output File. Choose a directory in the file selection dialog, enter module5_data.xIsx as the filename, and click [Save]. Click to create/write the file and close

the dialog.

@ Drexplore - Export Data

Plate: 002 - Patient Entry Form

Farmat @ Excel (O esv () ] delimited

Include header as the first record in output file

| OutputFile C:/Users/TestUser/Desktop/medule5_xlsx

Open output file after export

Save

DFexplore Database Definition Report exporting

1. Select > [Reports).

2. Double-click DFdiscover Reports > Study Setup > Database Definition.

3. Click [Run).

) Drexplore [data.cor

File Edit Vi

ploredidiscover.com]

) Acceptance Test Study - Reports

Select Window Help

MName

Opt

Database

Database Status

ry and Date Trending

Specify

Database Definition

52| Database Defintion

]

x

@ Database Definition

Acceptance Test Study

Plate Layout

[ Previous

2026-05-14 6t 095157 (UTC-04:00)
Options

Next | GoloTableview |

| 1 - Blood Pressure Screening Visits

Property %
Number

Label

Sequence is

IcR

Plate Arrival Trigger

Eligible for Signing
when

User-defined

ressure Screening

Barcode

standard

Final

Eligibility Criteria itern 6.

BP Screening

This page is to be -

4. Select [Fig) > > Excel

5. Click E] next to Output File. Choose a directory in the file selection dialog, enter module5_definitions.xlsx 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

Overview

Prerequisites:

o Completion of module 1 of Acceptance Test Kit

« User accounts and roles:
o datafax : Unrestricted

o data_manager : Unrestricted

o site_monitor : site_monitor

« Email address configured for site_monitor

Client Tools Used: DFATK, DFexplore, DFsetup, DFsend
DFdiscover 5.11.0
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Purpose: This module tests the definition and use of subject alias maps and related options within DFdiscover, in both live data viewing and data export scenarios.
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.

= DFsetup - Access mode

X
(Select Access mede:

O Developer Access

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

o Exclusive Access
Use this mode to create and assign modules and fields to plates.
Allows Add/Assign/Delete/Re-order modules and fields.

Allows editing of the Subject Alias Map.
‘ Blocks all data entry operations.

O Normal Access

Use this mode to madify 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/Medify sites, visit map, etc

Subject Alias Map is view only.

Each file can be modified by anly one user at a time

O View Only

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

[ ok ] Cancel

3. Select [View| > [Subject Alias Map|.
e R
| DFsetup - Subject Alias Map - Acceptance Test Study
View  Subject Alias Map

= a s
|

Subject

Alias

Import Export  Search:

Save Done

4. Click Import). From the file selection dialog, locate the previously saved subject_alias_map.csv file.
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| [F DFsetup - Subject Alias Map Import x

« > v 4 > Desktop » ATK Resources ~ C  Search ATK Resources 2
Organize = New folder = a @
> OneDrive - Persc Name Date modifiec Type Size
subject_alias_map.csv 2025-10-29 9:49 PM Excel CSV 1KB|
B Desktop »
L Downloads #
E Documents #
PR pictures »
@ Music *
& videos *
exports
output
files
ATK Resources
> @k OneDrive
File name: |subject_alias_ map.csv ~ | map file(".txt:".csv;" dat) v
Open Cancel
5. Select the file, click [Open), then [Save].
o e
| E DFsetup - Subject Alias Map - Acceptance Test Study 7 a x
1V|Ew Subject Alias Map ~
|
Subject Alias
|
; 99002 5254-09-9003
98004 5254-09-9004
; 99005 5254-09-9005
98006 5254-09-9006- @ANK
98007 5254-09-8007- @KFC
99008 5254-09-9008
98010 5254-09-9010
99012 5254-09-9012
99014 5254-09-9014
98015 5254-09-9015
99016 5254-09-9016
99017 5254-09-9017
98018 5254-09-9018
99019 5254-09-9019
Import Export  Search: Ravert 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 Alias Tracking
(Reports).”.

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
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| [ DFsetup - Subject Alias Map - Acceptance Test Study

a x
View  Subject Alias Map v
|
Subject Alias

99001 $254-09-9001
| 99002 5254-09-9002

99004 5254-09-9004
; 99005 5$254-09-9005

99006 5254-09-9006

99008 5$254-09-9008

99010 5254-09-9010

99012 5$254-09-9012

99014 5$254-09-9014

99015 5254-09-9015

99016 5$254-09-9016

99017 $254-09-9017

99018 5254-09-9018

99019 5$254-09-9019

Revert Save Done

‘ mport Export  Search:

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.

om] Acceptance Test Study - All Records:

Subject  Visit  Plate  Field  Window  Help

99002

|2 95003
1.2 9500
1.2, 99006
& 9000
18 55008
& 9009
18 55010

Query

Reason for Data Value

Missing Value

3. Select > [Preferences]. Check (enable) Use subject alias. Click [OK]. The Subject ID list now displays the Subject Alias Mapping as defined in DFsetup.
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2 5500

»

4. Click Site 99 - Hospital #99 > $S254-09-9008 > 1: Baseline > 21: Lab Results to make it the active page.

21: Lab Results
Patint Number 5254-09-9008

Patient Initisle

Collection Date 27-5EP-2018

White Blood Cell

Red Blood Cell

@ NORMAL

JR I

Missing Value Last Save: 2018-11-14

5. Select > [New Subject]. Set:

o Subject Alias = S254-09-9011

o Confirm Alias = S254-09-9011
Click .
@ DFexplore - New Subject x

Specify the subject alias for Site 99 - Hospital #99

Subject Alias

Confirm Alias

6. The message This subject alias does not exist is displayed. Click to dismiss the New Subject dialog.
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@ DFexplore - New Subject X

Specify the subject alias for Site 99 - Hospital #99

Subject Alias  SekERveReR]

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 $254-09-9012 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.

cplore.dfdscove

om] Acceptance Test Study - All Records

File Edit View Select Show Subject Visit Plate Field Windew Help
RRRRRRRLL T rrrrrerrrrerrnl
DataFax #254 Plate #001 Visit #300
Nomber i
i

BLOOD PRESSURE SCREENING VISITS

Age L years sex O Mae
O Female

O other, speciy:

Missing Value

First 2 boxes = center number

systolic diastofic
Soreent: Date 1/ ] Reading 1 / mmbg
day  month  year
- Reading 2 / mmkg
systolic diastolic
teh Screen2:  Date Reacing 1: L / L mmkg
. month year
Query v |
Reading 2 / mmkg
Reading 3: / mmkg
Eligibility Criteria Yes No
Age 16-79 years old. o o
Reason for Data Value 1
2. Male, or if fernale, not pregnant and using a reliable contraceptive method. o o
[E—
3. Taking bleod pressure medication, o o
1
[a} (s}

8. Click anywhere on the plate background - this moves the mouse and keyboard focus to the data window.

9. Beginning at the Patient Number field, press to advance to the Patient Initials. Enter the initials TVM Press - to advance to the Age field.

10. Beginning with the Age field set the following values:

o Age =44
o Sex = Female
o Race = African American

o Screen 1 = 26/04/20

ora.ddscovarcom] Asoeptance Test Saidy AN Racord
File Edit View Select Show Subject Visit Plate Field Window Help
DataFax #254 Plate #001 Visit #300
Rotert [5254-09-9012 Patient rvm
F oo
BLOOD PRESSURE SCREENING VISITS
i
Age 4] years Sex O Mae
® Female
O other, specify:
systoic aiastore
Screont:  Date [26/04/20 Reading 1 / o
day  month  year
- Reading 2 / mmbg
Reading 3 / mimtg
systolic diastolic
w Screenz:  Daw L reaang: 1 /L] g
- day  monh  yesr
Query v I
Reading 2 / mmkg
Reading 3: / mmkg
Eligibility Criteria Yes N
Age 16-79 years old. o o
Reasan for Data Value + 1
2. Male, or if female. not pregnant and u contraceptive method. o o
[E—
3. Taking biood pressure medication, o o
1
o o
Ll SRR renon
Mising Ve Legal vaues ar: 80.300

11. As outstanding required data fields exist on the page it must be saved to the database with a status of Incomplete
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12. Select

. Select 001 - Blood Pressure Screening Visits.

File Edit View

Plates & Metadata | Modules

[5254.09.90010,1] 1 0f 9

002 - Patient Entry Form
003 - Medical History

004 - Current Medications

ation

008 - Medication Log
003 - Adverse Event Report
010 - Death Report

Weekly Patient Diary

Date Log

Lab Results
metadata - Query Reports
metadita - Reasons
metadiata - Queries

metadata - Missed

Switch to Data View

Query

Reazon for Data Value

Missing Vslue

Select

I Orexiore data_manager G ssplor.dfdscovercom) Acceptance st Study - L

= E R
Show  Page  Feld  Window  Help
Dftatus!  Dvalidi  Dfraster!  Distudyl Diplatel  Dfseql  SUBNDODT *  PINITOO1  AGE  SEX RACE RACEOTH  SIDAT  S1SBP1 $10801
I1 [anat Jievein  Joo1s/m00mo01 254 I [o |[s254.09.0001 [ anc o Jtemate Jeaueasian Josro3rer_ |70 Jloss
Iz fnal Level 4 1449/0008002 254 1 [ 5254099002 AM ) fomale  caucasian 04197 168 0%
I3 fina Level 3 0915R0005001 254 1 o 95003 xvz & [ E— 145 104
fa fna Lovel 3 0915/000v001 254 1 o 5254-09.9004  TRB 0 male asian 2 oss
Is e Level 1 144080008001 284 1 o 90007 KFC o mals | caucasian 0 ws
le fna Level 1 1846R0003001 254 1 ] 99008  DFN s0 male  caucasian 122 o8s
17 fina Level 1845R0006001 254 1 o ANK ™ tomole | BIEEIRER] wions 12 0%
Is fna Lovel 1 TaasR0008001 254 ' o 254000010 ARX P mais | couesian e s 087
B incomplete Levelt 2620R0004001 254 1 ) 5254099012 WM a4 female  african american 26/04/20

Sesquence $000

DataFax F254

Plats 001

feee B B P TT]

Patient
Initials.

F ML

BLOOD PRESSURE SCREENING VISITS

il

Last Save: 2014-12-10 09:16:51 UTC 0400

readinga: (LT 21/ [S19T8 ] g

systolic diastolic
esang t: L7101/ (010167 g

Lt o o P o e o)

D view mode

Legal values are: 0-3

13. Confirm an entry exists for $254-09-9012.

Subject Alias Tracking (Reports)

File Edit view

~ Subject Tracking

History
Subject Alias Map

hanges

History of Subject Allas
Subject Scheduling

Query Reporting

Study Setup

Database Status

Query and Data Trending

Tabular Listing

Select

1 Orexpore cata_manager explore.afdscovercom] Accaptance Tost Study -Raports

- o X
Window  Help
Name  Subject Alias Map
Oplions  Ciar Options
Specity
Run Explain Close Report @ 53| Subject Alias Map
Subject Aliss Map s x

‘Subject Alias Map
Acceptanca Test Study

search by Subject ID

showing 18 Results

Subj

99001
99002
99004
99005
99008
99007
99008
99010
99012

99014

subject Alias &

5254-08-3001

§254-09-9002

5254-09-9004

$264-09-9007

5254-09-9008

$254-09-9010
$254-09-9012
5254-08-9014
5254-09-9015
5254-09-9016
$264-09-9017

$264-09-9018

$264-09-9019

§754-09-9070

2026-05-14 at 125051 (UTC-04:00)

= Options

2. Click History of Subject Alias Report then |R
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File Edit View Select

83 orascove ors

B DFexplore [data_manager@explore.dfdiscover.com] Acceptance Test Study - Reports
? ger@exp P y - Rep:

Window Help

Name  History of Subject Allas

Study Traeking Options  Clear Gptions
Spocy
+ Subject Tacking
History of Changes
Subject Alias Map Run Explain Clase Repart @] [SB)] istory of Subject Alias
History of Subject Alias. —
Subject Scheduling Subject Alias Map History of Subject Aliss. [<]
History of Subject Alias L]
Cumry Raporting
4 History of Subject Alias 05 <
Database Status Acceptance Test Study 228:05-14 ok 5¢04 {UC-0400)
Tebuler Listing Search by Date and Time  ~ showing 21 Results = Options .
e tting
Legacy Reports bate and Time & UserName 4 | Type % | Subjectid &  OId Alias a New Alias %
Other DFdiscover Reports
“a 2026-05-1412:42:47 data_manager new 99001 $254-09-9001
) History “ 2026-05-1412:4247 data_manager new 99002 5254-09-9003
2026-05-1412:4247 data_manager new 99004 5254-08-9004
2026-05-1412:42.47 data_manager new 99005 5$254-09-9005
2026-05-14 124247 dota_manager new 99008 $364-08-8006-@ANK
2026-05-14124247  data_manager | new 99007 $254-09-9007-@KFC
2026-05-1412:4247 data_manager new 99008 $254-09-9008
2026-05-1412:4247 data_manager new 99010 $254-09-9010
2026-05-1412:4247 data_manager new 99012 $254-09-9012
2026-05-1412:4247 data_manager new 99014 $254-09-9014
2026-05-1412:4247 data_manager new 99015 5254-09-9015
2026 -141242:47 data_manager new 99016 5254-09-9016
2026-05-1412:4247 data_manager new 99017 5$254-09-9017
2026-05-1412:42.47 data_manager new 99018 $254-09-9018
2026-05-14 124247 data_manager new 99010 $354-08-9019 %
1. Select
2. Confirm that 001 - Blood Pressure Screening Visits is still the active plate.
B Drexplore [data_manager®explore.dfdiscover.com) Acceptance Test Study - List - o X
File Edit View Select Show Page Field Window Help
Plates & Metadate | Modules Custom Dfstatus1 Dévalid1 Dfraster] Dfstudy! Oplate! DFseq!  SUBNDOO1 ~  PINITOO AGE SEX RACE RACEOTH S1DAT 515801 $10891
[5254.09.500101) 1019 11 [ Jiewei1 Josrssoooraon [asa Iz Jo [s2st 05 s0m | nec Joo Jemsle Jeaueasion Jovowsr o Joss
l2 fna Level s 1449/0008002 254 1 o 5254000002 IAM & fomale  caueasian 040107 168 09
I3 fnal Level 3 0915R000S001 254 1 ] 99003 xZ & male  caucasian oTRNT 145 104
003 - Medical History 4 fna Level 3 0915/000V001 254 1 0 5254-09-9004. RE 70 male. asion 01/06/97 w2 099
004 - Current Medications Is fia Level 1 1449R0009001 254 1 o 5254.09 KFC 66 male 20497 | 170 096
i Ean ls fmna Lovel 1 184600003001 254 1 o 254099008  DFN 0 mals oos 13 ™
e on Fepart I7 final Level 1 1846R0006001 254 1 ] 99009 ANK 68 female  african american 181018 12 3
oor
ls fina Level 1 1B46RO004001 254 1 0 5254099010 ARX 4 male caucasian 1118 132 087
008 - Mediation Log
011 - Weekly Patet Diry
1w IO I
20 Date Log e 354 Pate w001 Semence 1000

021 - Lab Resuits
metadata - Query Reports
metadita - Reasons
metodata - Queries

metadata - Missed

Switch to Data View

Query

Reason for Data Value

Missing Value

fme P BRI TT] o

BLOOD PRESSURE SCREENING VISITS

age [610] years

sex [ Male
EFM

L]

Last Save: 2014-12-10 09:16:51 UTC-0400 Legal values are:

Race P Caucasion
[ Afican American
O asian
[ otrer, spocy:

systolic diastolic
Reading 1: l!!!n mmHg
reading2: L7101/ [0T9Te | oty
Reading 3: nﬂﬂ mmHg

© v mess

0-3

3. Select

> [Export Data)

4. 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

5. 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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| i@ Drexplore - Export Data X

| Plate: 001 - Blood Pressure Screening Visits

‘Forma( QEcel O esv (O] delimited

| Include header as the first record in output file

| Output File C:/Users/TestUser/Deskiop/meduleé dataexportxlsd

Open output file after export Advanced.

Save Cancel

6. After saving, the file module6_dataexport.xlsx opens. The SUBJID displays the Subject Aliases.

AutoSave module16_dataexport ~ O Sesrch

file  Home Insert Draw  Pagelajout  Formuls  Data  Review  View  Addins  Help  Team & share 2 Comments
g““t Caiibri Juo A = S BB uap e General A Bl B nemal Good & = "‘““’5“”‘ by /O g
B Copy - EFil~
Paste Conditional Formatas Expl Insert Delete Format Sot& Find& | ldess
“TIEEE R e | 660 @ exponotory
~ < Format Painter o= ks = Merge & Cent S % A g Tabes - v | @Cerr e select
Clipboara r, Font 5 Aignment 5 Number r; ceti editing deas ~
AL - % | DrstatUs S
A 3 c o 3 3 s H « m o » -
E[ DFsTATu: DFVALD _ DFRASTER __ DFSTUDY __ DFPLATE DFSEQ SUBJID INIT AGE SEX RACE RACEOTH SDAT SBPL DBPL SBP2
final Level 1 0915/000T001 254 1 [ 5254-09-9001 ABC 60 female caucasian 2450510 170 9% 170 o8
2
final Level 4 1449/0008002 254 1 0 5254-09-9002 JAM 64 female caucasian 2450852 168 9% 170 98
3
final Level 3 0915R0005001 254 1 o 99003 xvz 65 male caucasian 2450455 145 104 146 1
4
final Level 3 0915/000V001 254 1 0 5254-09-900 TRB 70 male asian 2450600 172 99 173 99
s
final Level 1 1449R0009001 254 1 o 5254-09-9007  KFC 66 male caucasian 2450561 170 9% 172 98
5
final Level 1 1846R0003001 254 1 o 5250-09-9008 DFN s0 male caucasian 2458374 132 85 137 89
7
final Level 1 1846R0006001 254 1 o 99009 ANK 68 female affican american 2458109 112 9% 125 87
s
final Level 1 1846R0004001 254 1 o 5250-09-9010 ARX 9 male caucasian 2458433 132 87 130 87
8|
incomplete  Level 1 2020R0002001 254 1 o 525008-9012 TVM a female affican american 2458965
)
1
7
|
=]
1)
1
|
15
1
20| -
Plate 1 ® i y
i eu ¥ + 100%

7. Return to DFexplore. Select

- e

8. Create a task record set by selecting [Select] > [By Data Fields]. Set:

o Mode = View
o Plate = 21
{7 DFexplore - Select by Data Fields X
Mode View v
Save Level 1- Level 1 v O Enable edit checks
Search Q oata O Query (O Reasen () By program
Status D Final D Incomplete D Pending O Missed
Site
Subject
Visit
Plate 21
Level
Creation
Modification
Pattern
Expression

Build Set Clear Cancel

9. Click then
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Patient Number

Patient Initisle

o Collection Date

White Blood Cell

Red Blood Cell

Show Al Records for This Subject

Missing Value Last Save: 2018-11-14 10

21: Lab Results

5254-09-9008]

27-5EP-2018
88 !
O NORMAL
oar |
(o} @ NORMAL

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

€5} Drexplore - Save as PDF

X

~Selection Criteria

() Blank CRF books

(o] @]
o ©
(o] (@)
) (
© Data and images
plate () current visit

rent subject () all open visits

current task.

set

~Save Options:
() Blank plates
Data records

expand text fields for plates

2 + primary image (side by side)

@ Apply field color for completed plates

~Output Fil

() Backmarked PDF

Cancel |

12. Click Output File B 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 [Save].

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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& Drexplore - Save as PDF

~Selection Criteri

() Blank CRF books

o

©

o

CHOHOHO)

© Data and images
O current plate O current visit
(O current subject () all open visits
© current task set

Save Opti

() Blank plates
Data records

expand text fields for plates

() data + primary image (side by side)
(O images

(o]

@

Apply field color for completed plates

~Output Fil

CUsers\TestUser\Desktop\subjectalias pdf]

() Bookmarked PDF

Save

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

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit
e User accounts and roles:

o datafax : Unrestricted

o data_manager : Unrestricted

o site_monitor : site_monitor
« Email address configured for site_monitor

Client Tools Used: DFATK, DFexplore

Purpose: This module performs tests relating to electronic data capturing (EDC), as well as related functions. Data will be entered manually interactively as well as test the operations

and use of tasks, queries, and marking/unmarking data as missed.

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.

3. Add reasons to explain entered data values.

4. Enter and save Plate 3, Subject 99007 as a pending record.

5. Mark and save unavailable data as missed. Unmark available data as missed.

6. 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 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.
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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”

2. Confirm that only Site 99 - Hospital #99 is available.

Acceptance Test Study - Al Records = &3

Subject Visit Plate Field Window Help

Missing Value

3. Double-click entry for Subject 99001 to select and open the subject binder. A list of available visits is displayed.

Help

Missing Value

4. Double-click entry for the highlighted 1 : Baseline visit to display the list of pages belonging to the visit.

5. Close the subject binder for Subject 99001 by double-clicking Site 99 - Hospital #99 in the record list panel.

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:

o Mode = Validate
o Save level =1 - Level 1

o Check Enable edit checks

Click [OK].
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DFexplore - Change Mode & Level X

Mode Validate ~

Save level 1 - Level 1 v Enable edit checks

Cancel
2. Double-click Site 99 - Hospital #99 entry in the record list panel. Double-click Subject 99007.
@ DFexplore [site_monitor r.com] Acceptance Tast Study - Al s o o - o X
File Edit View Select Show Subject Visit Plate Field Window Help
Quy
Reeson for Data Ve
| @
Missing olue |
3. Double-click the 0 : Screening Visits entry to display all pages belonging to the visit.
@ DFexplore [site_monitor r.com] Acceptance Tast Study - Al = o o o - o X
File Edit Select Show Subject Visit Plate Field Window Help
LLLLLLANNERRRRRRINERRAR R
Rovepee ok
BLOOD PRESSURE SCREENING VISITS
Ago yoars Sex O Maie Race O Caucasiar
O Fomaie O Afican American
O asian
O other. specify:
systole diastolc
Screen1: Date [/ | Reading 1 / mmhg
day mornth year
Reacing3 / —"
Soreenz: Dae [/ | Reading 1 N
) . ey monn  yoar
= Reading 2 / mimkig
Readngz: 1/ a—
Eligibility Criteria Yes No
1. Age 16-79 years old. o o
Reason for Data Value 1
2. Male. or if fernale, not pregnant and using a reliable contraceptive method. o ©
by
3. Taking blood pressure medication o o
1
oo
[“vor o =

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 to advance to the next field.
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T OFexplore[ste_monitor@expore dciscovercomn] Acceptance Tas Sty - Al ecords

Fe B Vew  Sded  Shw St VR Pae  Fed  Wedow e
s A IORRRRRI LI rmereretrtl
Ontroe 25t

Namber (2 9007 imiate [<d ]
M L
BLOOD PRESSURE SCREENING VISITS

Ago years Sex O pale Race O Caucasia
O Female o
O asa

O oher. specify:

systolic diastolic

Sercen1:  Date |/ / Reading 1 mmhg
doy  month  year

Roading 2 / —

Reacing 3 / mmig

Scroen2:  Date Reading 1: || = mmiig

day  month  year

o "Bl Reacing 2 / g
Readrg 3 / —

Eligibility Criteria Yes Mo
Age 1679 years oid. o °
Reason for Data Value + 1
2. Malo, o if fomal, not pregnant and using a reliabie contraceptve method. O bt
—
3. Taking biood pressure medication. ° o
1
o o

[0 [

7. Continuing from the Age field, press

D DFexplore [site_m discover.com] Acceptance Test Study - All Records
File Edit View Select Shew Subject Visit Plate Field Window Help
99007 - 10f 20 [ 0] .
Screen1:  Daie [23/04/16 | S 772 Y | 7 —

day  month  year

rosrgz: 1721 098] g
Rosaings: 721 098] psig

Reading 1 kg
day  morth  year
Reading 2 kg
Reading 3: kg

Eligibility Critoria Yos  No
Age 16-79 years oic. T °
2. Maie, or iffemale, not pregnant and using a reliable contraceptive method. & o
—
3. Toking biood pressure medication 0o ?
4. Major surgery or other medical emergency In e past 6 months o ®
—_—
- e 5. Paii s informec consent and agrees 1o retun for montrly o
Qe s fallow-Up visis ?
6. Systolic biood pressure 160-200 mmHg or Diastoiic. biood pressure & o
85405 mmHg on Reading 3 at both Screen 1 and Sceen 2.
Pationt s Eligible
Once Completed, Please Fax This Form to (4]
Resson for Data Vlue +

11 November 2014

[ o1 Final Incomplete Pending

g v | B

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.
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|

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

to make the save buttons active.
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) Dexplore (ste_monitor@expiora.cidiscovr.corm] Acceptance Tost tucy - All Records

File Edit View Select  Show Subject visit Plate Field Window Help

#002 i

99 Hospital 99 DataFax #254 Pate

FTrrrrrnrn
ot
[ .
12 55003 Nomer i Entry Date [ 1/

FM oL dey  month  year

PATIENT ENTRY FORM

12 99004

Randomization

Provided the patient m igibility criteria, call the rancormization hot line ((905) 999-8888) for this patient's
random medication cod 1

Medication Codo #:

Give the patient o bottle of study medication from the medication Kit with this cade nurmbe:

Medical Examination

Date of Birth |/ /

day  montn  yoer
Weight kg or Ibs
Query v + — —_—
Height | o or L. | in
Puise beatsiminute
Smoking Status O Never smoked Exercise® O None, or <1 time/week

Reason for Data Value 1.2 time

* aerobic exercise for at least 20 minutes

[T [ e

w N

Click anywhere on the plate background - this moves the mouse and keyboard focus to the data window.

) Dexplore [ste_monitor@expiore cidiscover.corn] Acceptance Tast Stucy - All Records

Fie seect  Show  Suect Vst  Pate  Fed  Window  Hep
—_— TARRRRRirrrrrrrerrerrrernen
Bsices9 - Hospial 198 DtaFax #254 Pite 4002 Vist#001

& sscor

12 59003 Namber [ 9 9007 ] s (< ] Entry Date [/ /

e W L Gy month  year

PATIENT ENTRY FORM

Randomization

Provided the patient m
random medication cod

0: Screening Visits eligibility criteria, call the rancomization hot fine ((905) 999-8886) for this patient's

1:Form 1

Medication Codo #:

Give the patient o bottle of study medication from the medication Kit with this cade nurmbe:

Medical Examination

Date of Birth |/

day  montnh  year
Weight kg or s
Query + pr— PR
Height | om or L. | in
Puise beatsiminute
Smoking Status O Never smoked Exercise® O None, or <1 time/week
Reason for Data Value x| =

4 13:02:48
uTC 0400 * aerobic exercise for at least 20 minutes
Reviewed: ste mon

UTC 0400

60514130248

=

. With Patient Number as the active field, attempt to edit the pre-filled value, note that this is not possible. Press to advance to Patient Initials. The Setlnit 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.

4. Press to advance through each field and enter the data as it appears on the printed CRF, up to and including Weight (lbs). 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.
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T OFexplore[ste_monitor@expore dciscovercomn] Acceptance Tas Sty - Al ecords

File Edit View Select  Show Subject visit Plate Field Window Help
99 Hospital 99 DataFax #254 Piate #002 Visit#001

99001

Patient Patient 1 Bemang Tl
03 Number [ 9 9 0 0 7 nitials KFC Entry Date 25/04/16 |

F ML month  year

PATIENT ENTRY FORM

Randomization

ihe patient m
edication cod

Provic igibility criteria, call the rancormization hot line ((905) 999-8888) for this patient's
randon 1

Wedication Codo #: [1453_|

Give the patient o bottle of study medication from the medication Kit with this cade nurmbe:

Medical Examination

Date of Birth [11/04/1950
day  montn  year
Weignt 077.9 kg or [1718 Ibs
Query . B[+ J—
Puise teatsiminute
Smoking Status O Never smoked Exercise® O None, or <1 time/week
Reason for Data Value + Q 1.z tim k
O 3.4tm
O >4 times
* aerobic exercise for at least 20 minutes.
[0 [
issng Vaoe | Legalvatesare: 150250

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 [Tab] to exit the field.
D Drexplore [site_moni OV cceptance Tast Study - All Records - - - o - =] x
File Edit View Select Show Subject Visit Plate Field Windew Help
= TRRRRRRI Lt rrerreerrernen
DataFa 254 e 02 Visuwoot
Nmber (99007 tiars [KFC Entry Date 25/04/16
A - moath! yoar
PATIENT ENTRY FORM
Randomization
P‘O\1 kil‘ti\\'u? {:.l‘l ient aligibility criteria, call tha rancomization hot line ((905) 999-8888) for
& Modication Codo #: 1453 |

Give the patient g bottie of study medication from the medication kit with this code number.

Medical Examination

Date of Birth [11/04/1950
day month  year

Weignt 0779 w o [1718 -
Query - E[x —

Height (184 em or (0725 | n

puse (1 eatsiminute

Smoking Status O Never smoked Exercise® O None, or <1 time/week
Reason for Data Value + .

* aerobic exercise for at least 20 minutes
Cwomn N

Missing Value | Legal values re: 30.90

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 Value] or click * in the Reason for Data Value window. In the resulting dialog, choose Approved from the pull-down list.

to advance to the Exercise field.

8. Enter the text Smoking Status data will be provided once contact has been made with the patient. for the Reason property. Click , press

() Drexplore - Reason for Data Value X

| Field  [Smoking Status | |

' Old Value [tank |

| New Va\uc|blank

| Approved v

Reason | gnyoking 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.
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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

Old Value | blank

| New Value| blank

Pending

Reason

Exercise data will be provided once contact has been made

with patient

Revert to Old Value

Status and Exercise fields have yet to be completed. Click [Pending].

 oFesplore stemo

File Edit Select

Show

visit Plate

Field

Window Help

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.

DataFax #254

Patient oo
Number | 9 9 0 0 7

No
Hypertension o
Atrial Fibrillation o
Other Cardiac £G Arthythmia O
Valvular Heart Disease o
Myecardial Infarction o
Kidney Disease o
Quer +
Diabetes o
Stroke o
Transient Ischemic Attacks o}
Demoon for e Yahoe Peripheral Vascular Disease o

Missing Value

vio—=1]

11. Other (specify)

f1Trrrrenrererrren
¢ o3 Usapoot

Patient
Initials
F oM oL

MEDICAL HISTORY

Currently on

Duration Treatment
Yes Years & Monihs No Yes
o - ] o o
o - | o o
o - ] o o
o » o o]
o - [] o o
o = [ 6 ©
o > [ ] o (o]
o — [] o o

|
o » [1 [J o o
o — ] o o
o - [ o ©

Resolve
andlor Controlled

No

Yes

DFdiscover 5.11.0
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2. Starting at the Patient Number field, press to advance to the Patient Initials field. The SetInit edit check executes upon entry to the field.

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
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m] Acc e . - o X
Show Pate  Field  Window  Help
DatoF ax #254 Pate #003 Visit #001
Palient| [ Patient
Number 9 9 007 Initials
MEDICAL HISTORY
Currently on Resolved
Duration Treatment and/or Controlled
No Yes Years & Monihs No  Yes No Yes
Hypertension o o = | L o O o o0
Atrial Fibrillation o o = | o © o o
Other Cardiac EG Arthythmia | © O = | o o o o
Valvular Heart Disease o o — | | o © o 0
Myocardial Infarction o o - | o o o o
Kidney Disease o o | o o 0 C
e + .

Diabetes o o -~ | L o o© (o}
Stroke o o | o] o (o] (o]
Transient Ischemic Attacks o o —~» [ | [ | o 0 C C

= Peripheral Vascular Disease o o — o O o ©
11. Other (specify) @] (o] » O o C (o]

Wo—s1] Incomplete Pending [0}

Missing Value Enter a dash for missing nitials, .. M

3. Continuing at Patient Initials, press to advance through each field and enter the data as it appears on the printed CRF. The medical conditions that appear pre-printed on the
CRF page have been defined as constant values in the study setup. As a result, these fields cannot be edited. Press to advance to the save 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|.

@ Drexplore - Set Page Missed 3

Site: 99, Subject: 39007, Visit: Baseline, Page: Current Medications

Reason  Select a reason. i

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.
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.

i

1.2 99004

99005

Query

Missing Value

6. Choose 3 : Form 3. Select > [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.
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() Drexplore - Unset Page Missed X

Site: 99, Subject: 99005, Visit: Baseline, Page: Medical History

Reason  patient'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.

@ Drexplore - By Task ®

|Screening Data Entry - Level 1 EOC entry of Bload Pressure Scresning visits

Screening Data Review - Review of all patient screening data

Select 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.

@ DFexplore - By Task X

Screening Data Review - Review of all patient screening data

This task revi Il screening data (plate1) that currently exists at levels 1 and 2. This
review includes both fax and EDC screening data.

4 records match the search criteria

ok ]| cancel Print

3. Click to bring forward all records that match the task criteria.
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I DFexpiors[ste_moritorexpiore dicscovercom] Acceptance Test Study - Task Screening Data Review

9001 1 of 1tk records
IR R R R RN IR
DotoFax 254
- iR o001
o ot e
oo
BLOOD PRESSURE SCREENING VISITS
Age M years Sex O pae Race ® Caucasian
® Foiviis o n American
O Other. specify
syototc  diaatoli
Seroon1:  Date (03/03/97 rosang = 170 /(096 m—

day  month  year

roaarg2: 0] [[098] g

Show Al Records for This Subject

Query v +

DataFax #254 Plate %001 Sequence %000

BLOOD PRESSURE SCREENING VISITS

Auyem Sex ] male nnﬂc-nqla

Reason for Data Value

Screen 1: D-h Reading 1:
w  monih  year

Female [ atican American
O asian
[ other, specity:

EEEEEE - ressngs: LTTTON/[BTSTE] o

13|

Mising vaive ] |eo

05,0415 150836 UTC 0400 —

Final Incomplete Pending 1

4. Beginning with the first task record for Subject 99001, press [T
window. When Eligibility Criteria #5 is the current field, Select

d| > [Add Query] or click * in the Query window.

[ 8 Drexplore - Add Query X
|
Site: 99, Subject: 93001, Visit: Screening Visits, Pages Form 1
| Feld 5. Patient has signed informed consent
Reperted Value Yes
Category Monitor v Use External v
Status » || New query Type Clarification
Detail We have not received this patient's infarmed consent form. Please send it by fax or

email without delay.

Note

Created
Maodified

Resclved

5. In the Add Query dialog, set:
o Category = Monitor
o Use = External
o Status = New query

o Type = Clarification

| OK Cancel

o Detail enter We have not received this patient's informed consent form. Please send it by fax or email without delay.
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to advance through all fields on the page, comparing their values to those on the CRF image in the image
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| @ orexplore - Add Query >

Site: 99, Subject: 95001, Visit: Screening Visits, Page: Form 1

| Feld 5. Patient has signed informed cansent

Reported Value Yes

Category Monitor v Use External v
Status P |} 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
Maodified

Resolved

6. Click 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 >

Move record level to 3 - Level 3 e

O Current page
(O All open pages for current subject

© Al 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.

[ .
@ Drexplore - dfpassword 5%
4 records will be changed to level 3
| The batch validate action cannot be undone.
Enter username and password:

Usemname site_manitor

Password  esssssses|

OK ) Cance

11. Review the details in the summary dialog. Click to close the summary dialog and complete the batch validation operation.

@ Drexplore - Batch Validate x|
3 records 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 > [List History of All Changes on This Page] to display the current record's history. The default page history dialog is displayed.
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@ Drexplore - Page History

2009-04-15 valid1 entered data "39001"
15:08:36
2009-04-15 valid1 entered data "ABC"
15:08:36
2009-04-15 valid1 entered data "60
15:08:36
2009-04-15 valid1 entered data "female
15:08:36
2009-04-15 valid1 entered data "caucasian
15:08:36
2009-04-15 valid1 entered data "03/03/97"
15:08:36

| 2009-04-15 valid1 entered data "170"
15:08:36

| 2009-04-15 valid1 entered data "096"
15:08:36
2009-04-15 valid1 entered data "170"
15:08:36

| 2000 0415 valid1 entered data “098"
15:08:36
2009-04-15 valid1 entered data "172"
15:08:36

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.

@ DFexplore - Page History

Dateand Time ¥ User Name Type
[| 1 2009-04-15 15:08:36 valid1 new data
| 2 2009-04-1515:08:36 valid1 new data
| 3 2009041515:08:36 validi new data
| 4 2009041515:08:36 validi new data
[ 5 2009-04-15 15:08:36 valid1 new data
[ 6 20090415 1508:36 validi new data
| 7 20090415 15:08:36 validi new data
| & 2009-04-1515:08:36 valid1 new data
| o 20090415 15:08:36 valid1 new data
[| 10 20090415 15:08:36 validi new data
[| 11 20090415 15:08:36 valid1 new data
|| 12 2009-04-15 15:08:36 valid new data
‘ [| 15 20090415 15:08:36 valid1 new data
| [ 14 20090415 150836 validt new data
I 09-04-15 15:0836  valid1 new data
I 09-04-15 15:0836  valid1 new data
I 09-04-15 15:0836  valid new data
[| 18 2009-04-15 15:08:36 validi new data
[l 19 2009-04-15 15:08:36 valid1 new data
[| 20 20090415 15:08:36 valid1 new data
show (@ Data Queries Reasons

Subject Visit Plate
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
99001 0 1
Choose Columns. Save As Excel

Data Field

s

Data Fielc
DFdiscove
DFdiscove
DFdiscove
DFdiscove
DFdiscove
DFdiscove
Patient Nu
Patient Ini
Age (year:
Sex

Race

Race Othe
Screen 1
Screen 1
Screen 1
Screen 1
Screen 1
Screen 1
Screen 11

Screen 2:

Auto Load () Field Histary Detailed History

4. Save the DFexplore - Page History as module7-edc-history.xIsx by clicking [Save As Excel...|, check (enable) Open output file after export.
opened) the saved .xlsx file and verify that its contents match the DFexplore - Page History output before closing the history dialog by clicking

5. Select

Time shown in UTC-04:00

menu to close and exit DFexplore.

End Module 7. EDC Data Entry

« Return to the DFATK application. Click to confirm successful completion of Module 7. EDC Data Entry.

Module 8. Image Data Entry

Overview

Prerequisites:

» Completion of module 1 of Acceptance Test Kit

e User accounts and roles:
o datafax : Unrestricted

o data_manager : Unrestricted

o site_monitor : site_monitor

o data_coordinator : data_coordinator
o Email address configured for site_monitor
« (Optional) - SMS or email 2-factor authentication setup with data_coordinator

Close

. Open (if not already

NOTE: For configuration of 2-factor authentication, see Module 1(Installation & Initialization) test step 6 for details on configuring accounts with 2-factor authentication

Client Tools Used: DFATK, DFexplore, DFsend
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Purpose: This module tests automated data entry and image processing in DFexplore using data sent through DFsend. Multiple records are created and modified, image-only features

testing, batch validation of records, queries, and reasons are also tested during this module.

Tests & Requirements

1. 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.

N o o A~ W DN

. Enter Plate 2 (Form 2) for Subject 99002.
. Enter Plate 3 (Form 3) for Subject 99002.

. Enter Plate 4 (Form 4) for Subject 99002.

o © o

. Compare the resolutions between Standard Definition (SD) and High Definition (HD).
11. Edit an existing query.

12. Delete an existing query.

13. Change data and record a reason for data change.

14. Batch validate all opened pages for Subject 99002 to level 2.

15. Confirm the status of entered pages in Status View.

Estimate of Time Required: 30 Minutes
Begin Module 8. Image Data Entry

1. Start DFATK as described in Module 1 (Installation & Initialization).
2. Click [8. Tmage Data Entry| followed by 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. Start DFsend as described in “How to start DFsend”.

3. Click [Add]. From the Select PDF Files file selection dialog. Locate the previously saved 1D99002.pdf file. Select the file. Click .

e —
DFsend [site_monitor@explore dfdiscover.com] — ] %

dfsend

C:/Users/TestUser/Desktop/ATK Resources/ID99002.pdf

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

DFdiscover 5.11.0 Acceptance Test Manual

Page 106 of 313



I8 DFsend - Verify Password D

A password is required to send PDFs.

Username site monitor

Password  essssssss|

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

| 6 DFsend - Send PDFs to DFdiscover x|

o Total 1 PDF files:

1 success
0 failure

6. Click [Show Log] to review the DFsend transmission history.

_
[ DFsend [site menitor@exploredfdiscover.com] - (=] *
File Help
File Name Status Add..
Remove
A o =
/ a =]
Drop PDFs here e w3
Send
Hide Log
Send Log Total: 3 Sent: 3 Clear Lag.. Export Log... |
File Name Status Send Date kel
v CyUsers/TestUser/Desktop/ATK Rescurces/IDI9002 pdf sent 2026-05-14 13:17:19
v C/Users/TestUser/Desktop/ATK Resources/|D9%006.pdf sent 2026-05-11 16:59:23
v CiyfUsers/TestUser/Desktop/ATK Rescurces/Welcome Fax.pdf sent 2026-05-11 14:06:57

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

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

DFadmin.

NOTE: If data_coordinator has been set up for 2-factor authentication with Azure SMS, you may need to wait for a 1-time code to arrive at the phone number as defined in

2. Select

DFdiscover 5.11.0

> [Status]. Examine the count displayed for Images awaiting review in Image Queue.
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ccaptance Test Study - Status R

Bl st records Queries Reasons

Bl seaphis O bylevel O bysistus

0.0

Le
[t
Le
Le
L
Le
Le
Ley

O suayven

1 datafax DFATK  2026-05-14 131553
2 data coordinator Dfexplore 20260514 13:17:54.

Last refresh: 2026.05-14 13:18:05 UTC-0400

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 > |Close Study| 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.

@) Drexplore - Image Router(data_coordinator@explare.dfdiscover.com] = O X
File Page Action Help |
|
CRFID &l - |
26200009001

==

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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@) Drexplore - Image Router[data_coardinator@explore dfdiscover. com] - (=] 3
File Page Action Help

CRFID g

| v 26200009001

R
Test Study 254 Example Blood Pressure Tria Form 1 ‘

DataFax # 264

Patiant 31 EToT31 Patiant
Number [ 2191 01 0] 7 initials [ [A]M
a L

BLOOD PRESSURE SCREENING VISITS

ago L6194 years Sox [5] wvale

O Femaie

Raco [x] Cavcasian

diastoiic

sys
reading 1. L1681/ [0T9T6] mansy
readngz: [L[7101/[0T0T5]
Reading3: L1[7]9 [[eI518] mm

seroon ;. oae 015 [0[1][1Te

day  month  year

spstalc dastolc
screenz: oae L1L0][0] 1] [ ]6 Reaing 1: 1121 2]/[0]9 ]3],
Gy monn  year

Reading 2

Study Plate Visit (O preserve keys | Fit to Width v

W W— L Reset Image

Etk left mouse button on left end of harizontal bar, right button to Cancel 1 routable pages (0 busy) 2620.0009001

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

254 - Acceptance Test Study v 0 Identify

6. Select > |Close Image Router| to exit the Image Router and return to the DFexplore login dialog.

Login to DFexplore and confirm receipt of the routed page in the Status View

1. Choose 254 Acceptance Test Study and click [Continug]. 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 > 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 page being

routed.

B st Records Queries Reasons

O suirven

1 ots coordnator [N oo 202505 1512300

Last refresh: 2026-05-15 12:41:12 UTC 04:00

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
o Select = document

o By Age = oldest

o Quantity __ documents = 10
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o Check (enable) Repeat

@ DFexplore - Automatic Retrieval X

13 images for selection, 0 in use

Save Level 1-Level 1 i Enable edit checks
Select O document (O page () plate
ByAge O oldest O newest
Quantity 10 % documents
Repeat

Cancel

2. Click in the Automatic Retrieval dialog to bring forward all new images awaiting data entry.

B -] one
e e

vio==1]

Previous Set Next Set

Switch to Data View

 DFexplore [data_coordinator e ptance Test Study - Image - o0 x
Fle  Edt  View  Select  Plate  Field  Window  Help
IRRRRRRI L rrrrrrerrrreertl
DataFax #254 Pate #001 Visit 4000
Category
Pationt z Patient 1
Number | 9 9 0 0 2 Initials e
ML Tyee
BLOOD PRESSURE SCREENING VISITS Status
Detai
ago [64]  yoars Sex @ Mae Race ® Caucasian
O Female O African American
O asia
. Note
O other, specify:
systolic diastolic
Scroen1:  Date [05/01/16 Reading 1: (168 P — Reply
day  month  year
Reading 2: (170 /s8] mmtig
Det Nreewe | Hisory
Tea Shudy 254 Example Blood Pressure Trial Form 1 P
ul tatus
ERRRRNN | H NN TUAA |
DataFax# 254 Plate # 001 Sequence # 000
Patient Patient
Nommer [ofo]2] Iniats gy —
WL
BLOOD PRESSURE SCREENING VISITS T —
Age years sex [5] Male Race 1] Caucasian First 2 boxes = center number
O Female O African American
O asian

O other. specify

systolic dastolic

Reading 1. (1T ]81/ ity

First 2 boxes = center number

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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Site: 99, Subject: 95002, Visit: Screening Visits, Page: Form 1

Field Age (years)

Reported Value

Category Missing Use  External v
Status P || New query Type Correction ~
Detail
Note

| |
Created
Modified
Resclved

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 .

@) Drexplore - dferrar: ScreenDates X

| ° Screen 2 Date 04/01/2016 is earlier than Screen 1 Date 05/01/2016

‘

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.

B Drexplore [dot -om] Acceptance Test Study - Image Y
File Edit View Select Plate Field Windo Help
=2 IR N RN R AN P | T — e
DataFax #254 Plate #002 Visit #001 floptind bt
o
o T Entry Date 20/01/16 ] g
L day  month  year o
PATIENT ENTRY FORM Status
B
Randomization =
Provided the pafient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patient's
o oo s
Note
Medication Codo#: (1234 |
Give the patient one bottle of study medication from the medication kit with this code number
Wedlical Examination
TRRRRRRI L rrrmrrrrrrrrrn ) E= E— hecsy
Chariinzes Paan 002 Sagsmce 003
Remmbar iy Entry Date 1]
e
RSN RS [+ wisiog vaiwe | |
Randomization - —
Provkddthe patiant mests s sty ctria,calhe randomizaton ho ine (905) 999-8688) fo s paiens IR s | P | Felo
iSoum e sron core I smbSr: First 2 boxes = center number
Modication Coce #: 1213 ] 4]
Give the patient gne bottle of study medication from the medication kit with this code number
Medical Examination
= = [=
e

Enter Plate 2 (Form 2) for Subject 99002
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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).

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.

@ Drexplore - dferror: CheckAge X

° AGE ERROR: Birth Date = 05/12/1949 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.

@ Drexplore - dfaddgc: Checkage X

Site: 99, Subject: 99002, Visit: Baseline, Page: Form 2

Field Date of Birth (dd/mm/yyyy)

Reperted Value 05/12/1949

Category Inc Use External v
Status P |} New query Type Correction ~
Detail Birth date does not match age on Form 1
| Note

Created

Modified

Resclved

L ox ] 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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1 Orexplore [data_coordin e e e T
Fle  Edt  View  Select  Plate  Field  Window  Help
IRRRRRRI LTI enn . rer
Image D Subject Vit  Plate DataFax #254 Pate #007 30
00100 > Category
00HOD! 53002 © 1
Patient Z Patient [ Final Visit
Number | 9 9 0 0 2 Initials e L/ | v
FMoL doy  month  yeer hens
STUDY TERMINATION Status
Detai
1. Did the patient complete the antire 16 week study?
O ves
O no —> wny? [J inierable sice efiects ==
Lack of blood pressure response
Unwillng 1o returm for follow-up visits
Woved away
Reply

] Non-compliant with stu «dy medication

| Other. specity:

(IR LIRRNREERIIINNNREEEE |
54 Plate # 003 Seqy

Patient Patient
art, Fatent [TTATM]

.

MEDICALHEFTORY v ising v |
Currently on Resolved
Duration Treatment andior Controlled i o - -
No Yes Years & Months No Yes No Yes :
1. Hypertonsion 0 > [hlsd @ o ® O Legal values are: 30
o > @ O @ O
3. Other Cardiac EGArhythmia [ [0 — EDI:D o o o o
o umitemoiee @ 0 - LIICI] 0 O oo
previous set Nt set vo=1] [mI
Switch to Data View Legal 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 > [Change Barcode.

| @ DFexplore - Change Barcode X

: O This page belongs to a different study

p.

| g
| [ Change from | 007 to 007 ] |

| ~Subject |
‘ [ Change from 99002 to ]

Cancel

2. In the Change Barcode dialog, set the Page to 003. Do this by clicking [ﬂ to display a listing of all defined study plates, then select the entry 003 - Medical History from the list.
Click [OK] to close the dialog.

| & Drexplore - Change Barcode X

| () This page belongs to a different study

| P,

| (Paa

| [ Change from| 007 to 003 ]

| Visit |
‘ { Change from| 30 to ‘

Subject

Change from| 39002 | ]

Cancel |

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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| i@ Drexplore - Change Barcode X

| (O This page belongs to a different study

[ T — ]

Subject

Change from 29002 e | ]

|

4. Confirm the change to the barcode by clicking in the warning dialog.

& DFexplore - Change Barcode X
|
The follewing will change
page from 7 to 3
| visit from 30 to 1
Warning: Page 7 and 3 are not compatible

All data, queries and reasons on this page will be discarded

OK to apply the changes?

Cancel

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.

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 Subject

6. 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.

-~ [— S — R
Fle  Edt slect  Pate  Feld  Window el
3of12 & History
= = TRRRRERirrrrrrrentrerrrrren e
- - S . imnnd DataFax #254 Plate #003 Visit #001 T &
cotgery
Namber (990 0 2] Totars JAM ue
oL Tipe
MEDICAL HISTORY Status
Currently on Resolv e
Duration Treatment andfor Controlled
No Yes Years & Months No Yes No Yes
Hypertension o @ > |00 06 o} o © Mot
Atrial Fibrillation o o - [1] [ o o o o
(Other Cardiac EG Arthythmia | O O — [ o o o o Resly
FEERTI——— A > [ A A P
 JII IR IRRRRRER I IR REEEE ] - N =
OvtaFaxs 254 Plto# 003 Soquonce # 101 Sl
Numbor Toars [L[A[M]
T
SEREASISAICRY v wissing voee |3
|
Currently on Resolvor
Duration Treatment  andlor Controlled Chrs I
No Yes Years & Months No  Yes No  Yes h
o i & S [Okls = o 5 0 Legal values are: (undefined)
2 Awial Fibriation =) @ 0O @ O
3 omercamacesammma & 0O — L1 JL 1] 0O O oo
4. Valular Heart Disease m o~ 0] o o o o
oo set o) B @

Switch to Data View Legal values are: (undefined)

7. 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.

8. 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.

9. 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
o Use = External

o Type = Correction

Click [OK].
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@ Drexplore - Add Query

Site: 99, Subject: 99002, Visit: Baseline, Page: Form 3

Field 7. Diabetes: Resolved

| Reported Value blank|

Categary Missing “ Use External v
Status P ||| New query Type Correction v |
Detail

Note

|

Created

| Modified

Resclved

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.

T Drexplore [data_coordinator@exploredidiscovar.com] Acceptance Test Study - Imags
Fle  Edt  View  Select  Plate  Field  Window  Help
30f13
1. Other (specify) o
ImagelD  Subject Vist Plate
arthritis
| 2620000m001 53002 0 1
12. Major Surgery (specify)
hip replacement o
o]
o]
11 Noverber 2014
I -
arthritis
12. Major Surgery (specity)
hip replacement O
endarterectomy (]
m]
02 January 2016
Previous et Nast Set o1 | incomplete
Switch to Data View

Pending

> [10] [oo o e o

How long ago |3 years ago B |

> How long ago
— Howlong ago
[N T T R R PV oo

Howlong ago 3vearsago
Howlong ago Julv /95

How long ago

Detail

Note

Reply

- History
Status ¥ |l Approved
Reason

Set by edit check CalcDays
T

Help - Study Study | Plate | Field

Welcome to the Acceptance
Test Study.

For assistance please contact 1-XXX-XXX-
XXXX.

|m

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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File Edit View Select

30613

Switch to Data View

Image ID Subject Visit Plate

discover com) A

Plate

o Tost Study - Image
Feld  Window  Help
11. Otner (specify) o e — [ 00 o @ o @
arthitis
12. Maijor Surgery (specify)
hip replacement O ® > Howlngage 3Yearsago 1096
endarterectomy c ® -

o
o
i

; ago |06/07/1995
]
 ago L

11 Novernber 2014

1 e iy o . oo oo
—arthritis

12. Major Surgery (specify)
hip replacement ] —*  Howlong ago J.vears ago

endarterectomy O @ -

o o~

02 January 2016

Howlong ago July 693

How long ago

*
ReportedVolue
Category
e
Type

Detail

Note

Reply

+

Status

Reason

=

Help - Study Study | Plate

Welcome to the Acceptance

Test Study.

For assistance please contact 1-XXX-XXX-

|m)

History

Histery

Field

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 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.

File Edit View Select

4013

Previous Set Next Set

Switch to Data View

Image ID Subject Visit Plate

sro discover com] Aceoptance Tost Study

Plate

age

Hed  Widow Ml
IR RN EEEEE BN
DataFax #254 Plate #004

Tumper (99002 s Pagevurmner [ of [1]

F ML
CURRENT MEDICATIONS
List any medications (preseribed and non-prescribed) which the patient is currently taking.

If Hone. put an X in this box.

Total Dose Start Date o

Drug Name Per Day (mg) Duration of Use Indication

' |

te # 004

DataFax # 254 Piat

sy, [1] o (1]

Pationt
Number

Pationt
Toiars [ [A[M]

F M L
CURRENT MEDICATIONS

the patient is 0.

List any medications (presciibed and

f None. put an X in this box

Total Dose Start Dato or
Drug Name Por Day (mg) Duratian of Use Indication
1 Inderal 10 20 vears ago migraines
2 ASA 1300 10 years ago arthritis
a 225 pLn, 10 years age arthritis

Legal values are: 1-9

Reportad Ve
o

™

Type

Detail

Note

Reply

Status

Reason

Legal values are: 1~9

Enter Plate 4 (Form 4) for Subject 99002

History

History

Field

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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B orex 2

File  Edit View Select

4013

Image!D  Subject Visit Plate
| 26200000+001 99002 0 1

1 26200000002 93002 1 2

Previous Set Next et

Switch to Data View

Tost Study - Image

Field  Window Help

CURRENT MEDICATIONS

List any medicatiors (prescribed and non-prescribed) which the patient is currently taking

If None, put an X in this box, r‘
Total Dose Start Dato or
Drug Name Per Day (mg) Duration of Use Indication
4 linderal [10 20 years ago migraines ]
7305
5 lasa [1300 10 years ago [arthritid ]
3653
s \ [ |
a [ [ [ ]
CURRENT MEDICATIONS i
List any medications (preseribed and the patient is 9.
If None. put an X in this box.
Total Dose Start Date or
Drug Name Per Day (mg) Duration of Use Indication
1. —_lnderal 10 20 years ago. migraines
2 ASA 1300 10 years ago arthritis
s _ 2 pn 10 years ago anthritis

vio—=1] Final Incomplete

Pending

e

.ol

v
e
Category
=
o

Detail

Note

Reply

+

Status

Reason

T

Legal values are: (undefined)

Study

4. Press

drug name 222s and press

@ DFexplore - DFlockup: drugs

Search terms @

X

entries with () aNY @) ALL (O) OMLY search terms in the following fields

Lookup Fields  Current Selection

| | Acronym

O Result

Find Previous

Acranym

sleeping pills (orc)
abalal

accolate

accupril

ace medication
ace meds

ace study aspirin

acebutalol

sleeping pills (ore)

sleeping pills (ore)

Filter

Result

sleeping pills (orc)
abalal

accolate

accupril

ace medication
ace meds

ace study aspirin

acebutalal

Reset

Cancel

5. In the search dialog,

o Check (enable) Acronym

o Uncheck (disable) Result

o Input (enter) 222 in the Search terms

Click

@ Drexplore - DFlookup: drugs

Searchterms @ 222

. Once the match asa with codeine (222) is found, click

X

entries with () aNY @) ALL (O) ONLY search terms in the following fields

Lookup Fields  Current Selection

| Acronym

O Result

Find Previous

Acrenym

asa (ecotrin)
asa (enteric coated)
| asa endirect
asa enteric
asa plain
asa regular
asa suppositary

asa with codeine (222)

Filter

asa with codeine (222)

asa with codeine (222)

Result

asa (ecotrin)

asa (enteric coated)
asa endirect

asa enteric

asa plain

asa regular

asa suppository

asa with codeine (222)

Reset

Cancel
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History

Histery

Field

[Tab] 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
b| to exit the field executing DrugLookup edit check. (If an entry can not be found in the lookup table, a search dialog is displayed.)

Page 117 of 313



6. Enter the remaining values for the 3rd drug field and press
blank, the remaining fields for that drug are skipped. Press
skip.

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
Tab| to advance through the remaining Drug name fields, and leave them blank as per the CRF image, to execute the

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 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.

o ot om] Accaptance Test Study
Fil Edit t  Pate  Field  Windo Help
- BRRRRRRI LTI T RER s ® o O
Plate DataFax #254 Plate #005 Q 3sMomn O
Pationt 5 Pationt
Number | 9 9 0 0 2 Initials Visit Date (20/02/16
F M L dey  month  year
MONTHLY FOLLOW-UP FORM
Reading 1 (mmkHg) Reading 2 (mmHg)
5 1 m @ Righ
soodprossure: 1541 092 ] wawsminues (150 ] [loo0 ] Am 9 Rt
systolic diastolic systofic diastolic O e
Weight: . kg or (1640 s
Study Medication:  Dici the patient refurn the study medication dispensed at the previous visit?

Followup: (3 1montn O] 2monm
amontn [ 4monn

vitioate
iy

month ~ year

BERRRRRRILILTTI R
DataFax # 254 Plate # 005
Noramer (171 i
1
MONTHLY FOLLOW-UP FORM

Reading 1 (mmHg) Reading 2 (mmtig)

sioou pressure: L5141/ waitsminues [11510]/ -
systolic diastolic Systolc diaslolic 0O con
Weight 0w o [Teg)e]les

Study Medication:  Did the patient retum the study medication dispensed at the previous vist?

Ono - Expisin

witch to Data View Legal values are: (undefined)

Reply

Reason

Study

Legal values are: (undefined)

Compare the resolutions between Standard Definition (SD) and High Definition (HD)

TS

History

wisery ||

Plate | Field

1. With MONTHLY FOLLOW-UP FORM for subject 99002 as the active page, verify that the &2 button is shown at the bottom-right corner of the main data entry screen. Examine the

quality of the SD image.

Fotiowup: [X] 1mones [ 2Memn

I LALLLLIRNNNEEE IR )
DataFux 8 266 Plate # 005

swonm [ amoom
Novsoer (2171 e (1118 VisitOato
FMC Goy  momth year
MONTHLY FOLLOW-UP FORM
Reading 1 (mmiig) Reacing 2 (mmig)
Blood Pressure: / wait 5 minutes I A B R
sysialc aastaic systotic dinsioic O e
wagh: [ o [del[0] s
Study Medication:  ic the palient retum the study medication dispensed al the pravious visit?
Owe — Exclan
X ves — Medication Codo # (1 Ta]al2] Number of Pils Retumed

Was 8 new botlle of study medication dispensed atthis visii?

O o = Explain

[ Yes — madication Codes [L12[3 4

Other Medication:  Haye there bean any changes to aiher prescribed medication?

O xe

(& ves — Recor all changes on the Modication Log forms and fax after the final visi

Adverse Events. Dic the patient report any adverse events since tha last visit?
0 xe
Record each adverse event on an Adverse Evsnt Report form and
R ves — R ey
J \_lwli: er‘L Date of next scheduled visit
g @ B oy

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 T, &
anywhere on the image. To identify each button, hover the mouse over top of it.

land can be displayed and identified at the bottom-left corner of the main data entry screen. To show these buttons, place the mouse

4. Click E2l at the bottom-right corner of the data entry screen, switching the label to #2. Confirm that the background color of |52 is green as shown.

=/
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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.

—_—
BERRRRRT LTI T RN rowowen B e O zmow
#005

amontn [ 4 montn

DataFax # 254 Plate
Patient Patient
Remmmer (4171 it
Fon

MONTHLY FOLLOW-UP FORM

Visit Date

Reading 1 (mmHg) Reading 2 (mmHg)

Blood Pressure: 2| wait 5 minutes / arm & Right
systolic diastolic diastolic O Len

Weight: ED:”:] kg or E] Ibs

Study Medication:  Did the patient return the study medication dispensed at the previous visit?
O ne — Explain

Iﬂ Yes — Medication Code # naﬂ Number of Pills Returned

Was a new bottle of study medication dispensed at this visit?

O Ne — Explain

[® vos > Medication Code # |1 2] 3[4

Other Medication: Have there been any changes o other prescribed medication?
O e

m Yes —» Record all changes on the Medication Log forms and fax after the final visit,

to change from Image View to Queries View.

@ Drexplore - Confirm 4

e Release all images and continue?

OK } Cancel

in the confirmation dialog to release the Image View records and open Queries View.

® Dfexplere [data_coordinator@explore.didiscover.com] Acceptance Test Study - All Records
File View Show Query Window Help
‘ Mo active site
Site / Subject Visit : Page Field : Category ~ Status & Replies

|é'- Site 0 - DFnet (Error Monitor)
B2 site 10 - Hospital #1

82 site 20 - Hospital #2

= Site 99 - Hospital #99

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.

Site 99 - 5 outstanding queries modified between 2009-04-15 HH:mmss and 2026-05-15 HH:mmss

Site / Subject Visit : Page Field : Categary Status & Replies

B2 site 0 - DFnet (¢

or.

B2 site 10 Hospital #1

Site 20 - Hospital #2

() ite 99 - Hospital #...

i 99001 Screening Visits : Form 1 5. Pa t has signed informed congent := Yes r w)
(Other) 41 2016-10-07 13:47:03 UTC-04:00
Detail: We have not received this patient’s

rmed consent farm. Plaase send it by fax or
ail without delay.

i 99001 Baseline : Form 2 Smoking Status := blank {Missing)
15 15:08:54 UTC-04:00
i 99002 Baseline : Form 2 Date of Birth (dd/mm/yyyy) := 05/12/1949 y
(I sistent) Medified by: data_coordinator 2026-05-15 13:15:37 UTC-04:00

Detail: Birth date does net match age on Ferm 1

j os002 Baseline : Form 3 7. Diabetes: Resolved := blank (Missing) Outstane
Medifisd

j 9s004 Baseline : Form 2 Pulse beats/minute : (Missing) Outsf
Medifisd

ing (Mew)
data_coordinator 2026-05-15 13:20:01 UTC-04:00
ng (N

d1 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.
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B orex; I Tost Stucly - All Rncordls = E
Me B View  Seex  Show  Sijea  Ver e Fed  widow  Hep
o2 30115 &8 =15 [Hatary
[ Srv— Diabetes o e o [#] [ o e @ o Reported Volue bl
"y ; coageey N Vg
2R 5t 10- Hspiat o1
o Stroke e 0 ] o o o o - Exemal
&5 gk 00 | ) Tyee Comecton
Transient Ischemic Attacks e o - | [ o © o © Status ¥ || Outstanding vew
owat
Peripheral Vascular Disease | ® o — [ ] [] o o o o
et posine | 1 Oher speciy) o @ — [1] [0 o e c e
b
[ ET— arthitis
1 4:oma Py 1
12, Major Surgery (specy)
hip replacement O ® > owiongago 3Yearsago 10% | Fee
endarterectomy O ® = Howlongago 06/07/1995 7503
7. Danees oe~-LkHL o® oo I
7
5 swoke m o~ oo 0o
2 9 Tamsentschemcatscs O - L1JL1] 0O O oo
2 v wissingvaiwe |3
0 05004 10 PerphoraivascularDsesse © O - L1 (1] 0O O oo
o
1. Ot (pecih) o~ 00 oo 0O
_adhrits Legal values are: (undefined)
12. Major Surgery (specify)
hip replacement O G 7 Howlengago 3vearsago
endarterectomy O [ = Howlongago July69s
O O = Howingage
Retun to Queries View mi1—=1] [
S L e o Sev: 20260513 122007 UnC 0400 T s e

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

Click to apply the changes.

@ Drexplore - Change Mode & Level %
Mode Validate v
Save level 2 - Level 2 ~ Enable edit checks

Cancel

6. Select |F

> [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.

& Drexplore - Edit Query X

| Site: 99, Subject: 99002, Visit: Baseline, Page: Form 3

Field 7. Diabetes: Resolved

| Reported Value blank

Category Missing ~ Use  External ~
| Status | » |l Outstanding (New) Type Cormection
Datail The Subject is currently on treatment.
Note
|
Created data_coordinator 2026-05-15 13:20:01 UTC-04:00
Madified data_coordinator 2026-05-15 13:20:01 UTC-04:00

Resclved

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 |[F

> [Delete Query|or click ~.
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@ DFexplore - Delete Query 3G

| Site: 99, Subject: 99002, Visit: Baseline, Page: Form 3

Field 7. Diabetes: Resolved

| Reported Value blank

Category Missing Use  External

Status Pending delete

Detail he Subje

is currently on treatment.

Note

| L
Created data_coordinator 2026-05-15 13:20:01 UTC-04:00
Modified data_coordinator 2026-05-15 13:29:30 UTC-04:00

Resolved

| oK Cancel

2. Click to perform the query deletion.

@ Drexplore - Confirm %

o This action will delete a field query

OK to delete it?

Delete 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 Valug] or click * .

(@ DFexplore - Reason for Data Value X

Field |I1 Other, specify ‘

Old Value |anhrlus ‘ |

New Va\uc|ar'.hnus(kncesl ‘

[l Approved b

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.
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@ Drexplore - Reason for Data Value b4

Field |I1 Other, specify ‘

Old Value |ar’:hr|us ‘ |

New Va\ue|ar’:hr|us-.knces! ‘

[l Approved ~

Reason || ocation of arthritis (knees) was provided verbally by the site]

Revert to Old Value [ ok ] 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.

@ Drexplore - dfpassword P

3 records will be changed to level 2
The batch validate action cannot be undone.
Enter username and password:

|
Username

Password

| oK | Cance

3. Enter data_coordinator as the Username and the previously assigned password. Click to batch validate the selected records.

@) DFexplore - Batch Validate x|

o 2 recards changed to level 2

1 records were not changed:
1 already at this level

( OK |
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.
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Queries

3. Select > to close and exit DFexplore.

End Module 8. Image Data Entry

o Return to the DFATK application. Click to confirm successful completion of Module 8. Image Data Entry.

Module 9. User-defined Query Category Types

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit
« User accounts and roles:

o datafax : Unrestricted

o data_manager : Unrestricted

o data_coordinator : data_coordinator

o (Optional) - SMS or email 2-factor authentication setup with data_coordinator

NOTE: For configuration of 2-factor authentication, see Module 1(Installation & Initialization) test step 6 for details on configuring accounts with 2-factor authentication

Client Tools Used: DFATK, DFexplore, DFsetup

Purpose: This module tests the enabling and user-defined queries in DFdiscover, as well as confirming the correct functioning and data integrity of custom query categories whose

definitions are removed after a query is applied.
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.

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”

NOTE: If data_coordinator has been set up for 2-factor authentication with Azure SMS, you will may to wait for a 1-time code to arrive at the phone number as defined in DFadmin.
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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

Save level

Madify

1- Level1

~ K Enable edit checks

oKk | Cancel

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.

Reason for

Switeh to List View

ptance Test Study - All Records

Subject  Visit Plate Field Window Help

BLOOD PRESSURE SCREENING VISITS

DataFax #254 Prate

Patient 5 Patient

number [ 9 9 0 0 7 initials [KFC

Ago 1661  yoars Sex ® wae Race
O Femaie

Seroen1:  Date (23/04/16

jay  month  year

Screen2:  Date (25/04/16

day  month  year

Eligibility Criteria

1. Age 16-79 years old

2. Male, o if female, ot pregnant and usi

3. Taking blood pressure medication

Final Incomplete

016-10-07 13:47:46 UTC 04:00 First

Read

Readir

Readir

Reac

g a reliable con

® Caucasian

African American

Other. specify
systolic diastolic
g1 107 /lose
g2 172 [loes
g3 (172 /loss ]
systolic diastolic
g1 [180 [los6
ading2: [169 [ l096
ading3: [i70 ] [loss
Yes Mo
L )]
1
aceptive method. ® o
—_
[} .
1
-

mmbg

mmkg

mmHg

mmkg

mmig

mimHg

Apply a user-defined Category query

- o

X

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

°

Detail = This value is out of our reference range. Please review.
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@ DFexplore - Add Query

x
Site: 99, Subject: 95007, Visit: Screening Visits, Page: Form 1
Field Screen 2: Reading 1 systalic
Reperted Value 180
Category Test v Use External v
Status P |} New query Type Clarification
Detail

This value is out of our reference range. Please review.

Note

Created
Maodified

Resolved

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, cli * |-

Category: Test (external, clarification)
Detail: This value is out of our reference range
Please review.

Note: (none)
Status: Outstanding (New)

Created: data coordinator 2026-05-20 12:57:22
UTC-04:00

3. 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. Click
to save the page.

Add a reason for Data Value to explain entered 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 - Reason for Data Value X
Field |Screcw 2: Reading 1 systolic ‘

Old Value | 180 ‘

New Va\uc| 180 ‘

[l Approved b

| Reason

Revert to Old Value | oK | Cancel

. 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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(@ DFexplore - Reason for Data Value b4

Field |5crecn 2: Reading 1 systolic ‘

Old Value [ 180 \

Mew Va\uc| 180 ‘

[l Approved ~
| Reason | e value 180 mmHg for systolic blood 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, cli * | —

Category: Test (external, clarification)

Detail: This value is out of our reference range.
Please review

Note: (none)

Status: Pending

Created: data_coordinator 2026-05-20 12:58:12
UTC-04:00

Reason for Data Value * | =

Reason: The velue 180 mmHg for systolic blood
pressure has been confirmed. Clinical
significance is being evaluated

Status: Approved

Created: data_coordinator 2026-05-20 12:59:00
uTC-04:00

Reviewed: data_coerdinator 2026 05 20
438000 LiTe Oaoa

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 2026-05-20 HH:mm:ss

Site / Subject Visit : Page Field : Category Status & Replies
.‘. Site O - DFnet (Error...

B2 site 10 - Hospital #1

.‘. Site 20 - Hospital #2

IL-’.GS"D 99 - Hospital #

99007 Screening Visits : Form 1 Screen 2: Reading 1 systolic := 180 (Test)

Pending
Detail: This value is cut of our reference range.

Modified by: data_coordinator 2026-05-20 12:58:12 UTC-04:00

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 & Levell. In the dialog, set:

o Mode = Validate
o Save level = 2 - Level 2

o Check Enable edit checks

@ DFexplore - Change Made & Level b4
| Mode Validate ~
Save level 2 - Level 2 v Enable edit checks |

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
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Click to apply the edits.

Site: 99, Subject: 99007, Visit: Screening Visits, Page: Form 1

Field Screen 2: Reading 1 systalic

Reported Value 180

Category Test v Use Internal v
Status P ||| Pending Type Clarification
Detail

This value is out of our reference range. Please review.

Bots See reason for Data Value.

Created data coordinator 2026-05-20 12:58:12 UTC-04:00
Modified data_coordinator 2026-05-20 12:58:12 UTC-04:00
Resclved

| OK Cancel

a8 to

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
advance to the save buttons at the bottom of the data screen to make them active. Click X

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

" DFsetup - Access mode X

(Select Access mede:

() 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
Add/Assign/Delete/Re-crder modules and fields.

editing of the Subject Alias Map.
Blocks all data entry aperations.

‘ © Normal Access

Use this mode to madify plate, style, module and field properties
These aperations can be performed by only cne 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.
oK Cancel

3. Select

> |Query Category Map)|.
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[ DFsetup - Query Category Map - Acceptance

Test Study = O x
| View  Query Category Map ~
|
Code Label Auto-Resolve sort < Query Catego

| 2 lilegal Yas Missing

8 Inconsistent Yas
| Sort Order | 0 <

4 llegible Yas

5 Fax Noise Yas

6 Other Yas

21 Missing Page No

22 Overdue Visit No

23 EC Missing Page No

31 Moritor

30 Test
| a2 Clinical QC

Add Delete 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 and [Done].

[ DFsetup - Query Categery Map - Acceptance Test Study

- al
= (m] s

|View  Query Category Map ~
|
Code Label Auto-Resolve Sort Quary Catego

1 Missing Yes Code = B
| 2 illegal Yes Label Clinical QC

3 Inconsistent ves AutcsRasine] Bo 7
| Sort Order | 10 s

4 llegible ves

s Fax Noise Yes

5 Other Yes

21 Missing Page No

22 Overdue Visit No

23 EC Missing Page No

31 Menitor

O T T —

Add Delete import Search: 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”

NOTE: If data_coordinator has been set up for 2-factor authentication with Azure SMS, you may need to wait for a 1-time code to arrive at the phone number as defined in

DFadmin.

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.

Query Query Category +[x[=-T~

Category: Query Category Code 30 (internal
clarification)

Detail: This value is out of our reference range.
Please review.

Note: See reason for Data Value.

Status: Pending

Created: data_coordinator 20260520 12:38:12

3. Select > [Delete Query] or click [ ~].

4. Click to perform the query deletion.
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@ DFexplore - Delete Query X

Site: 99, Subject: 95007, Visit: Screening Visits, Page: Form 1

Field Screen 2: Reading 1 systalic

Reported Value

Categary
Status

Detail is value is out of our reference range. Please review
Note

Created data_coordinator 2026-05-20 12:58:12 UTC-04:00
Modified data_coordinator 2026-05-20 13:01:12 UTC-04:00
Resclved

oK ] Cancel

5. Click in the confirmation dialog.

@ DFexplore - Confirm %

o This action will delete a field query.

OK to delete it?

[ Delete ]  cancel

6. Press to advance through the remaining fields on the Blood Pressure Screening Visits page until the save buttons at the bottom of the screen become active. Click .

7. Click > to exit DFexplore.
End Module 9. User-defined Query Category Types

¢ Return to the DFATK application. Click to confirm successful completion of Module 9. User-defined Query Category.
Module 10. Multiple Queries Per Field

Overview

Prerequisites:

o Completion of module 1 of Acceptance Test Kit
« User accounts and roles:
o datafax : Unrestricted
o data_manager : Unrestricted
o site_monitor : site_monitor
o data_coordinator : data_coordinator
o Email address configured for site_monitor
o (Optional) - SMS or email 2-factor authentication setup with data_coordinator

NOTE: For configuration of 2-factor authentication, see Module 1(Installation & Initialization) test step 6 for details on configuring accounts with 2-factor authentication

Client Tools Used: DFATK, DFexplore, DFsetup, DFsend
Purpose: This module tests the enabling of multiple queries per field options in DFsetup allowing for a single field to have more than one query applied to it at a time, the restructuring

of the Study to allow for this option, and subsequent use of multiple queries within a single field. General query functions are tested, including creation, modification, deletion, and
replying to queries, as well query resolving.

Tests & Requirements

1. Submit PDF images to DFdiscover.

. Enable multiple queries per field in DFsetup.

. Retrieve submitted CRF in DFexplore Image View.
. Enter Plate 9 for Subject 99002.

. Apply multiple queries to a field.

o g A~ N

. Select and edit an existing query in a field that has multiple queries.
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7. Select and reply to an existing query in a field that has multiple queries.
8. 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. Start DFATK as described in Module 1 (Installation & Initialization).
2. Click [10. Multiple Queries Per Field] followed by to begin this module.

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 1D99002-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 ID99002-module10.pdf file. Select the file, click .

[B DFsend [site_ monitor@explore dfdiscover.com] = = %

File Help

dfsend

File Name Status L Add..

Cr/Users/TestUser/Desktop/ATK Resources/ID99002-maodule10.pdf

Show Log

3. 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  site_monitor

Password  eessssses|

| OK \ Cancel

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

| [E DFsend - Send PDFs to DFdiscover X |
0 Total 1 PDF files:
1 success
0 failure
oK |

5. Click [Show Log|to confirm successful transmission of the ID99002-module10.pdf file to DFdiscover.
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DFsend [site_monitor@explore dfdiscover.com] - s X
File Help
File Name Status Add..
Remove
= -~ @
Drop PDFs here i
Send
Send Log Total: 4 Sent: 4 Clear Log... Export Log...
File Name Status Send Date k4
v CyfUsers/TestUser/Desktop/ATK Resources/ID9%002-module10.pdf sent 2026-05-20 13:05:39
v CifUsers/TestUser/Desktop/ATK Rescurces/ID39002.pdf sent 2026-05-14 13:17:19
v Cy/Users/TestUser/Desktop/ATK Resources/ID9%006.pdf sent _
¥ CyfUsers/TestUser/Desktop/ATK Resources/Welcome Fax.pdf sent 2026-05-11 14:06:57

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 (O

F' DFsetup - Access mode X

(Select Access mode: |

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

O Exclusive Access

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

Allows editing of the Subject Alias Map.

Blocks all data entry operations

‘ O Normal Access
Use this mode to modify plate, style, module and field properties.
These operations can be performed by only cne 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 ane user at a time.

O View Only

Use this mode to view setup components currently in use.
Allows view and print eperations anly.

Cancel

3. The main window for DFsetup is displayed. Select [Study] > Global Settings).

[ DFsetup - Global Settings 5

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

Show next =] New Subject binders

@ enable New Subject creation

() Run Edit checks in View mode

C]mu-. Multiple Queries per field

When exporting module data, subject headers use
Qoo (O Subject field name on plate

When exporting sub label, output no choice code label a.]

O setup defined label () Blank

eCRF

Shcw red asterisk for required and essential fields

() Display field navigation taskbar

{
:
{
[
[
=
e

Cencel Aaply

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.
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" DFsetup - Global Settings X
Global  Help  Fields  levels Guides Custom  ePRO

Study launched in the year | 1980 v

~Reason for Data Change

Reasons for data change are required per field v ‘

- DFexplore - Data View

Show next 5 % New Subject binders ‘

Enable New Subject creation

- DFexpl
‘ (O Run Edit checks in View mode ‘

~Multiple
Allow Multiple Queries per field

This CANNOT be undone once the Study Setup is saved.

~When exporting module data, subject headers use

l Qoirip (O Subject field name on plate ‘

~When exporting sub label, output no choice code label as+

‘ ©Q setup defined label () Blank

- eCRF

() Shew red asterisk for required and essential fields ‘

~Navigatio

() Display field navigation taskbar ‘

oK Cancel Apply

5. Click to close the Global Settings dialog.
6. Select > [Save [Required]}, followed by > [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”

NOTE: If data_coordinator has been set up for 2-factor authentication with Azure SMS, you may need to wait for a 1-time code to arrive at the phone number as defined in
DFadmin.

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

Confirm the settings.

Click [OK].

@ DFexplore - Automatic Retrieval %

1 images for selection, 0 in use

Save Level 1 - Level 1 v Enable edit checks
Select O document (O page () plate
ByAge O oldest O newest
Quantity 10 + | documents
Repeat

0K Cancel

4. The first image retrieved is the Adverse Event Report CRF.
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Fexplore [data coordinator@explore.didiscover.com] Acceptance Test Study - Image

o
File Edit View Select Plate Field ‘Window Help
Tort
[ TTTRRLIRRRRRE I |
DataF ax #254 Plate #009
Patient Patient Adverse Event .
fimber (9900 2] ool Reporno. (@] -[2]
arl E
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event start Date Intonsity  Relationshipto  Action(s) Outcome s This A
gsy  month  yoar Study Drug Taken Serious Event?
/1 OO [ O ves ® no
Descilption
2. CHANGES
During the study. use m tc record all changes in
e i Tovm ooy
Woritor ammedlatol
DataFax #254 Plate #009
Patient Adverse Event
Switeh to Data View Number Initials Report No.
oL el
- o
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
e StudyDrig | Takon Serious Event?
1] Qs & o
Reason for Data Value 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, call the Clinical Safety
Monitor immediately.
o~ @

Missing Value

Legal values are: 1.99

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
Identifier field. The AESEQNUM2 edit check executes upon entry to the AE Identifier field. The data value in the field is updated.

@ OFexplore data coordinator®esplore.ddiscovercom) Acceptance Test Study - Image

X
Fie  Bdt  View  Selct Pt  Fed  Window  Help
1of1
I FRARRNINENEEE INN | ol
DataFax #254 Plate #009 1011
Patient Patient Adverse Event
Number | 9 9 0 0 2 | Initials ReportNo. |01
WL
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome s This A
day  month  year Study Drag . Taken Sorious Event?
(1 OO B ow ®m
Descrption
2. CHANGES
During the stud) m to record all changes in averse Event u
t. Fi this form immediately. an e
immediataly
DataFax #254 Plate #009
Provaus Set Nt st
Patient Patient Adverse Event
SecheoDea v Reegae o oo (0]
F M L Event  Page
Query Mo No
AADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
day  month r Study Drug Taken Serious Event?
[#] 1] Oves Hw
Reason for Data Value Description
2. CHANGES
During tho study, use this form to record all changes in this Adversa Event until i 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
Honitor mmediately
Vi1, [

Missing Value

Number AEs sequentially

2. Press [Tab|to advance to the

Patient Number field.

to advance to the AE

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.
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@ Drexplore - dfaddqc: Severity X

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

| Field DESCRIPTION: Intensity

| Reported Value 4

Category Clinical QC Use  External v
Status P |} New query Type Correction ~
Detail This severity intensity is greater than 3. Please update the value once further

information is available.

Note

| Created
| Modified

Resolved

ok ] cancel

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.
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.

@ Drexplore - dfaddqe: MissingQC ||

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 w

Status P || New query Type Correction

Detail

Naote

| Created
| Modified

Resclved

| 0K J Cancel

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 .
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@ DFexplore - DFlookup: investigators b4

| Search terms @

| entries with O ANY o ALL O ONLY search terms in the following fields

Lookup Fields  Current Selection

|@  Acronym I
O Result Dr. John Snow
Find Pre Filter Reset

Acronym  Result

DLS Dr. David Sackett
IS Dr. John Snow
RBH 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?7 and It—*v:—*r‘

2. Select > orclick * . 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.

@ Drexplore - Add Query 72|

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

| Field DESCRIPTION: AE Description

| Reported Value Mausea, 777 and fever

Category Other v Use External v
Status P |} New query Type Correction ~ il
| Detail Please clarify the word after nausea. The description provided through email is

‘Nausea, vamit and fever’. Do you mean VYomit instead?

Note

| created
| Modified

Resolved

w

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.

[ llausea, 222 and fever
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4. 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 Next Set

Switch to Data View

Query Other (external, corr +| k| =

Category: Cther {external, correction)

Detail: Please clarify the word after nausea. The
description provided through email is ‘Nauses,
vamit and fever'. Do you mean Vomit instead?
Note: {none)

Status: Outstanding (New)

Created: data_coordinater 2026-05-20

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

o Detail = Nausea and fever are two separate adverse events and should be reported in different CRFs. Please review.

e i 1
@ Drexplore - Add Query X

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

| Field DESCRIPTION: AE Description

| Repoerted Value Mausea, 777 and fever

Category Manitor v Use External v
Status b iJNe-,vquc-ry Type Correction ~ i
| Detail

Nausea and fever are two separate adverse events and should be reported in different
CRFs. Please review

Note

| Created
| Modified

Resolved

| 0K Cancel

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.

Description [lausea, ?7? 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.

Previous Set Next Set

Switch to Data View
Query Monitor (external, cc + %=

Category: Monitor (external, correction)

Detail: Nausea and fever are twa separate adverse
events and should be reported in different CRFs.
Please review.

Note: (none)

Status: Outstanding (New)

Created: data_coordinator 2026-05-20 13:13:35

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
field.

n the window to close the dialog. The next field AECOTERM becomes the current
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@ Drexplore - DFlookup: aecodes

Search terms @

| entries with O ANY o ALL O ONLY search terms in the following fields

Lookup Fields  Current Selection

|@  Acronym (INCR GAS) FLATULENCE

| D Result FLATULENCE 428,DIGESTIVE 3

Find Previous Filter
Acronym
|UNCR GAS) FLATULENCE
4-55TOOLS A DAY
ABD BLOATING SENSATION
| ABD BLOATING
ABD CRAMPING
ABD CRAMPS

ABD DISCOMFORT

Reset

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 B31,B0DY AS A WHC

ABD DISTENSION ABDOMEN ENLARGED,1,8B0DY AS A Wt

Cancel

9. Press 0 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 to open the Queries View window. In the resulting confirmation dialog, click to release all Image
records. Select > |All Queries|. Double-click Site 99 - Hospital #99. Locate and confirm that the Queries window displays the three queries that have been applied to the AE
Description field for Subject 99002.

) Drexpire [data_coordinator explor.discovercom) Acceptance TestStdy - All Records - 0 x
Fie  View  Show  Quey  Window  Hep
Ste 99 8 queries (1 resohved and 7 outstanding) mockfied between 2009.04-15 HHmmss and 2026.05 20 Hrtmmss
Vit Page Fiid: Categery

o
B2 site 10 - Hospital #1

20 - Hospital 12

2 oo ]

500 Screaning Vit Form 1 . Patent has signed miormed consent = Yes Gutsancing (hew

ed by: valid1 2016-10-07 134703 UTC 0400

j 900t Bazeline: Form 2 Outstanding (New
Madified by 0415 15:08:54 UTC-0400
§ so002 Baseline : Form 2 Outstanding
Modified by:valid1 201610 27 13:7:26 UTC 04:00
§ se002 Adverse Event 1 Page 1 Form 9, AE Report 011 Outstanding (New)
Modified by: dsta coordinator 2026 0520 13:10:42 UTC 0400
] 99002 Advarse Event 1 Page 1: Form 9, AE Report 011
2026-05-20 13:14:32 UTC-04:00
§ so002 Adverse Event 1 Page 1 Form 9, AE Report 011 Outstanding (New)
Modified by: dsta coordinator 2026 0520 13:14:32 UTC 0400
Selact an itam, prass Enter, or double click it to toggle expanding and collapsing
§ 9900 Adverse Event 1 Page 1 Form 9, AE Report 011 Outstanding (New) B cageopnang &
Meadified by: data coordi 20 13:14:32 UTC-0400
90004 Bazeline: Form 2 este/minute : (Mizzing) Outstanding (

g Madified by 04-15 15:2024 UTC-0400

2. Select [Show| > [Outstanding Queries]. Locate and confirm that two unresolved queries with categories Other and Monitor on the AE Description field of Subject 99002 are
displayed.
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DFdiscover 5.11.0

e e e T e e
File  View  Show  Quey  Window  Help
Site 99 - 7 outstanding queries modified between 2008.04.15 HHmim:ss and 2026.05-20 HHmmss

Site/ Subject Visit: Page Field : Categery Status & Replies
.

Site 0 - DFnet (Eror

Site 10 - Hospital #1

ite 20 - Hospital 2

it 99 Hospital ..
M Screening Vists  Form 1 5. Patient has signed imformed cansent = Yes Outstanding (New)
(Othe Modified by: valid1 2016.10.07 13:47:03 UTC 04:00
e Wo have ot e thispters
informed cansent form. Pleass send it by fax or
email witheut deay
§ %00 Baseline  Form 2 Smoking Status = blank (Missing) Outstanding (New)
Madified by valid1 2009 04-15 150854 UTC 04:00
§ o002 Baseline : Form 2 Date of Birth (dd/mmyyy) = 05/12/49 Outstancling (New)
(inconsistent) Modified by: valid1 2016-10-27 13:57:26 UTC.04:00
Detai: Birth date does not match age an Form 1
j 900z Adverse Event 1 Page 1 Form 9, AE Report 011 DESCRIPTION: Intensity := 4 (Clinical QC) Outstancling (New)
Detai: This severity intensiy is greater than 3. Modified by: data coordinator 2026.05-20 13:10:42 UTC 0400
Please update the value once further information
is available,
§ w002 Adverse Event 1 Page 1: Form 9, AE Report 011 DESCRIPTION: AE Description := Nausea, 777 and Outstanding (New)
Madified by: dsta coordinator 2026 05 20 131432 UTC 0400
word after navses, The
v rough emai s Nausea
and fover. Da you mean Vomit in
§ 9002 Adverse Event 1 Page 1 Form 9, AE Report 011 DESCRIPTION: AE Description = Nauses, 777 and Outstanding (New)
faver (Monitor) Modified by: data coordinator 2026 0520 13:14:32 UTC 0400

Detoil: Nausea and fever are two separate adverse
events and should be reported in different CRFs.
Please roview.
§ 95004 Baseline  Form 2 Pulse beats/minute : (Missing) Outstanding (New)
Modified by valid1 2

09-04-15 152024 UTC 0400

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.

T8 Orexpors [daa_coordinator@explore.didiscove com) Acceptance Test Sty - AllRecords

Fle  Edit  View  Select  Show  Subject  Visit  Plate  Fied  Window  Help
e . (LT RLINNNARE TN
DataFax #254 Plate 9009 1011

Ramber (9900 2 Tiere lan | MRoponnor [01] -[1]
L vont Page
Ne. Ne
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT

Event Start Date Intensity  Relationshipte  Action(s)  Outcome Is This A
day  month  yesr Study Drig Taken Serious Event?

4 B OO0 0 ovw e

42 59007 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 alf sdditions to this fonm immediately: and if the above event is sercus, call the Clirical Safety
Monitor immediately.

DataFax #254

Return to Queries View
Pationt Patient
Swrteh to List View Number Initials

Adverse Event
oport N

T
Query Other (external, +*|—|*
ADVERSE EVENT REPORT

Category: Other (eteral, comection)
Detatl: Please lrfy the word sfer nausea. The 1, DESCRIPTION OF ADVERSE EVENT
P e Event Start Date Intensity  Relationshipto  Action(s)  Outcome s This A
ramit e 0o o . T sloamnte Ackent L L
Sttus Outstanding (New)
eyt Od Ows &
Reason for Data Value + Description

2. CHANGES

1oy, se his form to recard alf changes intis Acverse Event unift s esalved or the study ends for
‘all additions to this form immediately, and if the above event is serious, call the Clinical Safety

mi1—=1]

Mizzing Vslue | |ost sove: 2026 05 20 131432 u7C 0800 [ Lipal vlutd are fundiinech

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 X
| Mode Validate v |
Save level 2 - Level 2 — Enable edit checks

Cancel

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.

Switch to List View

Query Other (external, ~ =] +] % [ =[]

Category: Other (external, correction)
Detail:
description provided through email is ‘Nausea,

iease clarify the word after nausea. The

vamit and fever'. Do you mean Vomit instead?
Note: The correction was provided via email
Status: Pending

Created: valid1 2016 10 30 14:13:03 UTC 04:00
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6. With the focus on the Other (external, correction) query Description field, select

> [Edit Query], or click the * to open the dialog. set:

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.

@ DFexplore - Edit Query

|
Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011
| Field DESCRIPTION: AE Description
| Reported Value Nauses, 777 and fever '
Category Other Use  External ~ |
| Status [» Pending 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 correction was provided via email|
|
Created data_coordinator 2026-05-20 13:14:32 UTC-04:00 |
Madified data coordinator 2026-05-20 13:16:52 UTC-04:00
| Resolved

| OK J 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 (extern: +[ %] =

Category: Manitor (external, correction)
Detail: Nausea and fever are two separate
adverse events and should be reparted in
different CRFs. Please review.

Note: (none)

Status: Qutstanding (New)

Created: data_coordinator 2026-05-20 20:17:34

2. Select > [Reply to Query|or click "/ to open the dialog. Enter Fever will be removed to a different Adverse Event Report form

) Drexplore - Reply to Query X

. in the New Reply field.

Field DESCRIPTION: AE Description

Reported Value  Nausea, 727 and fever

| Categary
| bl Nausea and fever are twa separate adverse events and should
be reported in different CRFs. Please review.
| -
New Reply Fever will be removed te a different Adverse Event Report form.
|
\_ OK | Cancel

3. Click [OK] to close the dialog. Examine the information present in the Query window.

Query Menitor (extern: + % —

Category: Monitor (external, correction)
Detail: Nausea and fever are two separate
adverse events and should be reported in
different CRFs. Please review.

Note: (nane)

: valid1 2016-10-30 14:23:13 UTC-04:00
ill be removed to a different Adverse

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.
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Switch to List View
Query Missing (externa + %=

Category: Missing (external, correction)
Detail: (none)

Note: (none)

Status: Resolved corrected

Created: data_coordinater 2026-05-20 20:10:52
UTC-04:00

Modified: data coordinator 2026-05-20

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 i |
Status | Pending delate Type Comection v
| Detail
|
| Naote |
|
|
| Created data_coordinator 2026-05-20 13:10:42 UTC 04:00 |
Madified data coordinator 2026-05-20 13:10:42 UTC-04:00
| Resolved data_coordinator 2026-05-20 13:16:21 UTC-04:00
Cancel

3. Click [OK]to perform the query deletion.

& Drexplore - Confirm X

0 This action will delete a field query

OK to delete it?

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.

2
Description [ |AUsea, vomiting and fever

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.

. - -
| i@ DFexplore - DFlookup: aecodes X

Search terms @

| entries with O ANY o ALL O OMLY search terms in the following fields

Lookup Fields  Currant Selection
| Acronym (INCR GAS) FLATULENCE
O Resuit FLATULENCE 428, DIGESTIVE 3

| Find Previous Filter Reset

Acronym Result
(INCR GAS) FLATULENCE FLATULENCE 428, DIGESTIVE,3
4-5 STOOLS 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 PAIN 831,B0DY AS A WHC
| ABD DISTENSION ABDOMEN ENLARGED, 1,80DY AS A Wt

ok [Cconcel ]

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 {Incomplete| to save
the modified page.
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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

Overview

Prerequisites:
« Completion of module 1 of Acceptance Test Kit
o User accounts and roles:
o datafax : Unrestricted
o data_manager : Unrestricted
o site_monitor : site_monitor
o Email address configured for site_monitor
Client Tools Used: DFATK, DFexplore, DFsetup

Purpose: This module tests the processes of reviewing data in DFexplore, including queries and reasons, and validating data and queries to different levels. Included in this module is
the use of different data selection methods and data expressions in DFexplore, and the use of batch edit checks.

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 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
o Search = Data

o Level =3

o Check (enable) Enable edit checks
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(@ Drexplore - Select by Data Fields x
Mode Validate ~

Save Level 4 Level 4 ~ Enable edit checks
Search O oata O Query (O Reasen () By program

Status O Final O Incomplete D Pending O Missed

Site

Subject

Visit

Plate

Level 3

Creation

Modification

Pattern

Build Set Clear Cancel

3. Click [Dong}. In the confirmation dialog, click to retrieve data records that match the criteria.

@ Drexplore - By Data Fields x

o 7 data records match the search criteria.

(C) Don't shew this again

Cancel

4. Double-click entry for Subject 99002 to open the subject binder.

I DFexplore [data_manager@explore.didiscover.com] Acceptance Test Study - Task By Data Fields
File Edit View Select Show Subject Visit Plate Field Window Help
—_————————— IR AN I
Dt Patent [ |
BLOOD PRESSURE SCREENING VISITS
® Female
O Other, specify:
42, 95004
42 33007 systolic diastolic
Soreon1:  Date [05/01/16 ] PR T Y | 7 [—
Reading2 J098] g
o
R st pr—————
TR E | PN TUAUA |
Show Al Records for This Subject DataFax # 254 Plate # 001 Sequence # 000
e . B+ e [o[2]
-
BLOOD PRESSURE SCREENING VISITS
Age years Sex 3] Male Race [X] Caucasian
O remale O African American
Reason for Data Value D haia
[ other, specty:
o o
Screont:  Date Reading 1: 116181/ bl
day  month  year p
Missing Value _ Last Save: 2016-10-30 16:56:54 UTC-0400 Taskc 0/7 ]| Firs 2 boes = center number

:

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.

Reason for Data Value E‘E

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.
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4B Drexplore - Approve Queries and Reasons

- X
Site: 99, Subject: 99002, Visit: Screening Visits, Plate: Form 1
|
Field  Reason Category | Status
|
Reported Value female
Category M v Use v Type ~
Detail
|
| Note
| Reply
|
Status
v
Value changed to Female during double data ntry.
valid1 2016-10-30 16:56:54 UTC-04:00
Status » ||| pending
V|34

3. Select Approved from the Status pull-down. Confirm that the approved reason shows **** .
@ DFexplore - Approve Queries and Reasons.

Site: 99, Subject: 99002, Visit: Screening Visits, Plate: Form 1

Category | Status

Reported Value female

Category Missing v Use v Type v

Detail

| e

| Reply

Status

v

Value changed to Female during double data entry.

valie1 20161030 16:56:54 UTC 04:00
Status ¥ || Approved

v[3—+4 data manager 2026-05-20 13:25:33 UTC-04:00

. Click and [Done] to close the dialog.

. Do not make any other changes to the data on the current page and press to advance to the save buttons. Click

. Click 9: Form 9, AE Report 011.

al| to save the page and its reason at level 4.

[<2 &) B N

. 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.

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: The correction was provided via email.
Status: Pending

Created: valid! 2016-10-30 14:13:03 UTC-04:00

Reason for Data Value * || —

Reason; Fever has been removed to a different
Adverse Event Report during double data entry.
Status: Pending

Created: valid1 2016-10-30 17:05:5% UTC-04:00
Reviewed:

8. Select

> [Approve Queries and Reasons]. Select the Monitor query. Examine the information in the dialog.

DFdiscover 5.11.0 Acceptance Test Manual Page 143 of 313



@ Drexplore - Approve Queries and Reasons - D
Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Repart 011

Field

Category | Status.

| Reported Value Nausea, 727 and fever

Category Monitor Use External v Type Comection

| Detail Nausea and fever are two separate adverse events and should be reported in different CRFs. Please
review,

i

Note

| valid1 2016-10-30 14:13:03 UTC-04:00

Reply Fever will be removed to a different Adverse Event Report form.

lid1 2016-10-30 14:23:13 UTC-04:00

Status Pending
v[3=4
Fever has been removed to a different Adverse Event Report during double data entry.
valid1 2016-10-30 17:05:59 UTC-04:00
Status P ||| Pending
| |34

| Cpmions Next Save Revert Done.

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.

| @ Drexplore - Approve Queries and Reasons - B
Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

Category | Status.

Other  3: Extemal - Pending

| Reported Value Nausea, 727 and fever

Category Monitor Use External v Type Comection

| Detail Nausea and fever are two separate adverse events and should be reported in different CRFs. Please
review,

i

Note

| valid1 2016-10-30 14:13:03 UTC-0400

Reply Fever will be removed to a different Adverse Event Report form.
|
Status » ||| Resolved corrected
- data manager 2026.05-20 13:26:19 UTC 0400
Fever has been removed o a different Adverse Event Report during double data entry
valid1 2016-10-30 17:05:59 UTC-04:00
Status P ||| pending

| V|34

1 Previous Next Save Revert Done

. The Approve Queries and Reasons dialog changes from displaying the query with category Monitor to displaying the query with category Other as shown. Click
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@ Drexplore - Approve Queries and Reasons

= X

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

Field R

PESCRIPTION: AE Description

Reported Value Nausea, 727 and fever

Category | Status

Other 3: Exteral - Pending

Category Other

Use  Externa - Type G

Detail Plaasa claiy the word aiter nausea. The description providad thrcugh emaiis ‘Nausea, vamit and

faver. Do you mean Vomit instead:

Ric The correction was provided via emai
|
| velid1 2016-10-30 14:13:03 UTC.04:00
Reply
I
Status » [ pending
3=+

S e s been removed o a diferent

valid1 2016-10-30 17:05:59 UTC-04:00

Status P |[] pending

Event Report during double data entry.

vert Done |

11. Press to exit the Description field. Upon leaving the field, the DrugLookup edit check is executed and the DFlookup:AECODES dialog appears. Click [Cancell.

E - .
! [ Drexplore - DFlookup: aecodes
& 2

Search terms @

X

| entries with O ANY o ALL O ONLY search terms in the following fields

Lookup Fields  Current Selection

|@  Acronym (INCR GAS) FLATULENCE
| O Result FLATULENCE 428, DIGESTIVE 3
|

Filter

Find

Acronym
| |ancr Gas) FLATULENCE
| 455T00LS A DAY
| ABD BLOATING SENSATION
| ABD BLOATING
ABD CRAMPING
| ABD CrAMPS
| ABD DISCOMFORT

ABD DISTENSION

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.

Reset

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 831,8B0DY AS A WHC

ABDOMEN EMLARGED,1,B0DY AS A WE

Cancel

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.
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@ Drexplore - Review Queries and Reasons

Site: 99, Subject: 99002, Visit: Baseline, Plate: Form 2

Category | Status

|| Date of Birth (dd/mm/yyyy)

Weight (kg) I 3Approved

Height (cm) I 3approved

Reported Value JAM

Category Missing Use Type

Detail
|

Note

|

Reply

| status

; Set by edit check Setinit

|

valid1 2016-10-30 17:11:44 UTC-04:00
Status » || Approved
34 valid1 2016-10-30 17:11:44 UTC 04:00
|
| previous Next save Revert Bone

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.

| 1 Drexplore - Review Queries and Reasons

Site: 99, Subject: 99002, Visit: Baseline, Plate: Form 2

Category | Status
| | Date of Birth dd/mm/yyyy)
Weight (kg) | 3:Approved
Height (cm] | 3:Approved
Reported Value JAM
Category Missing Use Type
Detail
|
Note
|
Reply
| status
‘ Set by edit check Setinit
valid1 2016-10-30 17:11:44 UTC-04:00
Status » || Approved
V44 data manager 2026-05-20 13:27:43 UTC-0400
|
1 Pravious Next Save Revert [ Done

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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@ Drexplore - Review Queries and Reasons

Site: 99, Subject: 99002, Visit: Baseline, Plate: Form 2

gory | Status

Height {cm 1

Reported Value 074.6

Category Use Type

Detail

| Note

Reply

Status

[N s oy oot check WeightEauiv

valid1 2016-10-27 13:57:26 UTC-04:00

Status » || Approved
v 44 data manager 20260520 13:28:07 UTC 04:00
Previous Nex v 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.

| @ Drexplore - Review Queries and Reasons. - X
Site: 99, Subject: 99002, Visit: Baseline, Plate: Form 2

Fiekd tegory | Status

Date of Birth (dd/mm/yyyy)

Weight (kg i

pegntem T __&Aporoves __]
Reported Value 183
Category Use Type
Detail

i Note

Reply

Status

[ZEPEIN s oy coit check Heightéquiv

valid1 2016-10-27 13:57:26 UTC-04:00
Status » || Approved
i data manager 2026-05-20 13:26:28 UTC-04:00

| |
| Previous Nex save Revert Done ]

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 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 > [Review Queries and Reasons]. Examine the information in the dialog.
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| @ Drexplore - Review Queries and Reasons

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

al Status

Field Reason

| | Patient initials | 4Approved
DESCRIPTION: Intensity | Monitor 4 Extemal - Resolved corrected

|| investgator signature 1 anpproved

| Reported Value Nausea, 727 and fever

Category Other Use External v Type Comection
| Detail Phosa claeify the word sfter nausea. The destription provided through emailis ‘Nauses, vamit and
faver', Do you mean Vomit instead?
RiC The correction was provided via email
|
| valid1 2016-10-30 14:13:03 UTC-04.00
Reply
Status > || pending
v4y
Fever has been removed to a different Adverse Event Report during double data entry.
valid1 2016-10-30 17:05:59 UTC-04:00
Status P ||| Pending
e
Revert Done

(L _Proon Next save

to close the dialog.

8. Click the second query with the Category type Monitor and a status of 4: External - Resolved corrected. Click

| @ Drexplore - Review Queries and Reasons

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Plate: Form 9, AE Report 011

Field Reason Category | Status.

|| Patient Initiais I +approved Other 4 Extemal - Pending

DESCRIPTION: Intensity

|| investgator Signature 1 aapproved

| Reported Value Nausea, 222 and fever

Category Monitor Use External v Type Comection
| === Nausea and fever are two separate adverse events and should be reported in different CRFs. Please
review,
|
Note
| valid1 2016-10-30 14:13:03 UTC-04.00
Reply Fever will be removed o a different Adverse Event Report form,
valid1 2016-10-30 14:23:13 UTC-04:00
Status P | ]| Resolved comected
Va4 data manager 20260520 13:26:38 UTC- 0400
Fever has been removed to a different Adverse Event Report during double data entry.
valid1 2016-10-30 17:05:59 UTC-04:00
Status P ||| Pending
| e
Save Revert Done

o exit the Description field. Upon leaving the Description field, the DrugLookupedit check is executed and DFlookup:aecodes dialog appears. Click

" - -
) DFexplore - DFlookup: aecodes x

Search terms @

| entries with O ANY o ALL O OMLY search terms in the following fields

Lockup Fields  Current Selection
|@  Acronym (INCR GAS) FLATULENCE
| O Result FLATULEMNCE 428, DIGESTIVE,3
|

Find Previous Filter Reset

Acronym Result
| |INCR GAS) FLATULENCE FLATULENCE 428,DIGESTIVE 3
| 4-55TOOLS 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 PAIN,831,B0DY AS A WHC
ABD DISTENSION ABDOMEN EMNLARGED,1,80DY AS A WH

to advance to the save buttons. Click Incomplete|

10. Do not make any other changes to the data on the current page and press

Data review and add a query to inconsistent data
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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.
@ Ofesplore - AddQuery ><

Site: 99, Subject: 99007, Visit: Screening Visits, Page: Form 1

Field Screen 1: Reading 1 systolic

Reperted Value 107

Category Inconsistent ~ Use External ~
Status P | New query Type Clarification ~ |
Detail This value is inconsistent with all other 8P readings. Please explain

Note

Created

Maodified

Resclved

| OK ] Cancel

3. Click [OK] 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

o Status = Pending

Leave the retrieval Level field blank.

@ DFexplore - Select by Data Fields b4
Mode Validate ~
Save Level 4 - Level 4 ~ G Enable edit checks
Search o Data O Query O Reason O By program
Status () Final () incomplete Pending () Missed
Site
Subject
Visit
Plate
Level
Creation
Modification
Pattern
Build Set \ Done | Clear Cancel

2. Click [Dong]. In the confirmation dialog, click to retrieve data records that match the search criteria.
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.
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1B Drexplore [dat wce Test Study - Task By Data Fieds
Fle  Eds Subject Vit Plate  Field  Window
No  Yes
Hypertension ® o %
Atrial Fibrillation ® O —
Other Cardiac EG Arthythmia | O @ =
Valvular Heart Disease ® ¥
Myocardial Infarction o e -
Kidney Disease ® o0 —
Diabetes ® >
Stroke ® o -
Show Al acord for Tis Subject Transient Ischemic Attacks ® O -
Switen 1o List View
Peripheral Vascular Disease ® O —
Query - B+
11. Otrer (specify) ® o} *
12. Major Surgery (specify)
appendectomy o @ —
*[=
o o —
s o o -
231
v[0-=4] Final Incomplete Pending
Missing Valve Last Save: 2016-10-07 13:40:16 UTC 0400 asic 02

Help
Duration “Treatmént  andlor Controlled
Years & Months No Yes No Yes
o] 8] (s} (o]
[7 o} (o] (o]
[oa] T[os] o ® o ®
L L o} o (o]
[02] [o0] o ® o ®
] o o o o
L1 ‘: D o o
’7 o] D (o] (o]
[ o © o o
How lang ago 2 Years ago 71l

How long ago

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 > [All Records] to release all task records from the current set. Click [OK] in the dialog to clear the main Data View window.

Confirm audit trail information for reviewed and modified data

1. Select

Ve >

[Reports), Reports View becomes the current view.

e e
(B orsscover Ropors T
Specy

(@

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  History of Changes
Optiens  Clear Options

Specfy gate today -subjects 99002,99007

3. Click to execute the History of Changes report. Examine the output.
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Accoptanes Tost Study
Database Status

Query and Data Trending

B DFexplore [data_manager @explore.dfdiscover.com] Acceptance Test Study - Reports. - X
Fle  Edt  View  Select  Window  Help
[ —— el ssmory of ranges
Study Tracking OB Clor Gptions .
ikl SPeify date today subjects 9900299007
v Subject Tracking
History of Changes.
Subject Alias Map Run Explain CloseReport (@] 0[@]  [53] History of Changes
History of Subject Alias -
Subject Scheduling History of Changes @ %
Query Reporting
Stucly Setup story of Changes 2026-05-20 ot 13:3243 (UTC-04:00)

Searchby Date and Time  » * Showing 50 Results options
TabularListing
s DateandTime %  UserNome %  Type &  Subject 4  Vist 4  Plate 4  DataField 4  DataField Description 4  What Changed 4 Old Value [
S orceiepat 2026-05-201325:42 data_manager ":':s"mg: 99002 0 1 10 Sex Reason Status 3
€, Histor -
8 ooy 2026-08-20152542  doto_manogor | "% gao0p 0 ) o - —— .
2026-05-201326:48 data_manager  C'9"9°  gg002 [ 1 2 Drdiscover Validation Leval 0 a1scover 3
data Validation Level
= change =
2026-05-2013:26:38  data_manager query 99002 on 9 19 DESCRIPTION: AE Description Query Status 0
change
2026-05-20132638 dota_manager o79° 88002 o1 ] 18 DESCRIPTION: AE Description Query Level 3
2026-05-201327:05 data_manager ©19"9%  gg002 Ton 9 2 Drdiscover Validation Level  DFdiscover 3
data Validation Level
2026-06-201327:05 data_manager S19"9®  gg007 101 9 a6 CHANGES: 3 Action 2 Taken  CHANGES: 3. Action 2
data Taken
2026-05-201327.05 data_manager ©"9"9% 99002 on 9 a8 CHANGES: 3, Outcome CHANGES: 3. 0
data Outcome
) RESOLUTION:
2026-05-20132705 data_manager "M% 99002 Ton 9 51 RESOLUTION: Continued on | 0 iy jeef on
data subsequent page
subsequent page i
1. Select > |Batch Edits|. Batch Edits becomes the current view.
B o i e R Pt ot ) A - o0 x
Fle  View  Window  Help
sateh togs View O sprescsneer Ol siyleshost O batchiog O byedicheck * buid Tas from Batch History

Fle 2 save
Name.

Move ta| 20 <

Reason

CBATCHUST—————

(O Always perform dfexecute and dfmail

() Bl task et when changes appled
 to database

Show Batch

2. With the Controls tab as the current view. Click

Q) DFexplore - Open Batch Control File

© onlocal computer Select
(O On study server Refresh
Control File
batchSAEcheck

ScreenDateCheck xm!|

> [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
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Acceptance Test Study. Choose ScreenDateCheck.xml from the list and click to load the control file.

1 DFexplore [data_manager @ explore.dfdiscover.com] Acceptance Test Study - Batch Edits. - o X
Fle  Yiew  Window  Help
| Controls. Batch Logs View © spreodsheet Qml stylesheet O batchiog (O byeditcheck Build Task from Batch History
. SE e -
peTEEE—— - v 2 [GISSE] | Nospit 2
| ore v e ||
| [Movetol 20 |2 Stuely 254
et Started on 201412.09 111211 (currens)
Performed by walid?
Working Directory
Conrol Fle ScreenDateCheckxmi
DRF
BATCHUST——————————— | LogFie ScroenDsteCheck Logami

@ scrcenatecheck

= =

Records maeting crtais
Records logged

2 Elapsed time (seconds)
System messages
Data changes
Messages
Queries added
Query edits

Missing page queries

| Missing page queries deleted

2014-12.09 1112111 (current) 1

| | Always perform dfexecute and dfmail

() B task st when changes appled
to database

Run Batchiist Show Batch

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.

1B Dexplore [data_manager@explore.dfdiscover.com] Acceptance Test Study - Batch Edits S I
Fle  View  Window  Help
| Controls. Batch Logs BATCH View O spreadsheet Oxml Stylesheet O batchiog () byeditcheck Build Task from Batch History
ame  ScrsanDat s ==
= e nonin. I W G 5 -
Title Sersaning Date:. e
|| _fie v e Save =
Dosc  Chacks screening date order on plate 1
= APRLY.
| Movero[ 20 |3
= Wk (0) s ® pier B ) cpany Sal I O noiapeiy study 254
il when O changes Ol Started on 20141209 11:02:11 {current)
Level  changelevel to o change - Parformed by valid1
Wheh Ot Sk Qs Control File ScreanDateCheckiam!
I Jll wen Ocunge Oum oRF
Ml —1 ScreenDateCheck Logam = Log File ScreenDateCheck Log.xmi
| |1@ scrcendatecreck o (O
; —— Summary (batch: Sc
o O Ow O | | [ R N N N TR
o O e oL Recards meating criteria s
File 5 2
Racords logged 1
‘ < Elapsed time (saconds) o
st System mezzage: )
D Data changes ) 0 0 0
| st Oal Bimrs B — B :
Level -
dded 0 o o
site
Query edits 0 ] 0
Hte Missing page queries ) ] 0
izt -
| D — Missing page queries eleted ) o 0
Plate 1
Create
Mosify
| it ScreenDates =
2014-12.09 11:12:11 fcurrent) 1
|
| | Awways perform dfexecute and dfmail
() Bl sk st when changes aped
to databaze
Run Batchlst Hide Batch New Batch Remove Resat

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)'.
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" [ DFexplore [data_manager@explaredidiscovericomi Acceptance Test Study - Baich Edits

File  View  Window  Help
Controls. Batch Logs BATC View () spreadshest Ooml Stylesheet © baichlog O byeditcheck Build Task from Batch History
renDateChas i aaE
e st — S -
Te  Sereering Dates [+ summa
e |__ER Save De: Checks screening date order on plate | e
ol Lhecks screening date orderonplate ] 20260520 13:34:04 (current]
i e
ApPLY
Which O dota&avery O queryonly 1) o apply Study 54
When O changes Q. Started on 20260520 13:34:04 (current)
Level change levelto  no change e Performed by data manager
Working Direetory fopUstudiesivai2sa/bateh/
Wiich O deia Oy 8 Control Fle ScreenDateCheckam!
L Jl[ wen Oecwnes OQum oA
D T - SereenDateChack Logaml = LogFile ScreenDateCheck Log!
| screanatacheck ety (D
nDateCheck)
o Cm e om | | O N N N
When changes 1l
Gl Os Record: meetng erteria s
File "
Records logged 1
cH < Elapsed time (seconds) o
Sort System messages 0
D — Duta changes 0 o o o
status (O final Oincomplete (] pending Messages A 7
tenl Queries added o o o
e = Query edts 0 o o
Subject Vissing page quaries 0 o )
Vst Z
Missing page queries deleted 0 o )
Plate
Create
Medity
Edt Seresnates :
2026.05-20 13:34:04 (current) 1
5 mt ey s
) B sk ot hen changessppie
o catabase
Run Batchlst Hide Batch Hew Bateh Remove Reset

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.

B Drexplore [dat

\anager@explore.dfdiscover.com) Acceptance Test Study - Batch Edits

Fle  Yiew  Window  Help
| Controls. Batch Logs BATC view O spreadsheet Oxml Stylesheet O batchlog () byeditcheck Build Task from Batch History
| Name DateCheck
CONTROL
| Title Screening Dates
|| e ~  eae Save
Desc  Checks screening data order on plate 1
i Name DF-ScreenDateCheckxml
AppLY. 3
| [Moveto] 20 B s B ?;o:s?s-‘moosm :::nﬂ dferror  Screan 2 Date 06/01/1997 is earlier than Screen 1 Date 07/01/1997
| Which O data&guery O queryonly ) noapply .
Reason
Wnen O changes 0.l
Level  changelevel to o change ~
10
Which () data Oauery B
Il when O changes (2}
e || S ScreenDateCheck Log.xml -
@ scresnDstecheck e (5] T
DR
Which () data Oquery Omsg
When O changes Qail
File 2
R «
Sort
Orore
som Ol Oncompate O panding
Level =
site
Subject
Visit =
Plate 1
| Create
| Modify
| it ScreenDates =
() Always perform diexecute and dfmail
() Bl sk st when changes aped
| (= to database
| sunsonie e atch New Baten Remove Resat

8. Double click the entry to be taken to Data View. Examine the values in the Screen 1 and Screen 2 date fields.

1B DFexplore [data_manager@explore.dfdiscover.com) Acceptance Test Study - All Records.

e R ven e Show e W o ke wiow  Hep
o 19 el

e _ I T L LI IR
@™ e 0 - DFnet (Error Monitor) DataFax #254 Plate #001 Visit #000

22 site 10 Hospital #1

Patient Patient
= Site 20 - Hospital #2 Number | 9 9 0 0 3 Initials
L

BLOOD PRESSURE SCREENING VISITS

yoars Sex ® pale Race ® Caucasian
> [M0: Screening Visits O Femaie O african American
O Asian

O Otner, specily:

systolic diastolic
ot Fllow g Scroon 1 Dato [02/01/97 Reading 1 / mmg
5 i o day  morth  yoer
1y Teminati Reading2: / ity

/ g

Retum to Batch Edits View systolic diastolic

Reading 3:

Swicnto Ut Viw Sereon - Reating 1 / g
" day  month  year
uery v .
Reading? -
Reading 3: 146 mmig
lity Criteria Yes No
1. Age 16-79 years old ® o
Reason for Data Value +] * 1
2. Male, or if fernale, not pregnant and using a reliable contraceptive method. ® o
[I—
3. Taking biood pressure medication. o L4
1
[a) -
mi3=1]
Missing Value Last Save: 2016-10-07 13: [ Legal values are: 01/01/20 today
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9.

10.

Select

2] DFexplore - Open Batch Control File
() On local computer

© on study server

Control File
batchSAEcheck

ScreenDateCheck xml

x

Select

Refresh

Cancel

> [Batch Edits| With the Controls tab as the current view, click

to load the control file.

> |Open Control File| from the drop-down list.

B DFexplore [data_manager@explore dfdiscover.com) Acceptance Test Study - Batch Edits

11.

Records logged
2 Elapsed time (seconds)
System messages
Data changes
Messages
Queries added
Query edits

Missing page queries

Missing page queries deleted

2018-03-08 104939 (current)

() Always perform diexecute and dfmail
() Bl sk st when changes aped
tod

| tuntis showtn

o

Fie
_— Loge Vew O soreotshest O uml | Sylshest. © botchiog O byedicreck [
‘ Gl
= I I o 3
| fie ~ Edit Save
le=m Started on 2018 03 08 10:49:39 (current)
Performed by valid1
Werking Directory Jopt/studies/val2s4/bateh/
DRF
BATCHUST———— | [ogFile SAEchack
@ shschece

I T T T T

Records meeting criteria

| secution ried by reven
|
| oete of Log Entries

Click [Show Batch| to ensure the settings are as shown below. Click [Hide Batch|to hide the settings.

B DFexplore [data_manager@explore dfdiscover.com) Acceptance Test Study - Batch Edits

File  View  Window Help.

|7 comros Satch Logs BATG
Neme  SAcheck

CONTROL

Fle  ~ Edit Save

Move to| 20 B8
Reason

3
L}

Which (O data & query O query.
When Q) changes (o]
Level  changelevel to o change

only O noapply

Which () dota & query
When Q) changes Qall

BATCHUST ——M File SAEcheck
8 sxccnes Heoy  Oyes

Omsg

Which () data O query
When O changes Qail

S

Sort
Orore
status (O final () incomg

Level

piete (O pending

View O speadihest  Oxml Syeshest O bachog. O byecichect [N
T W I T
Performed by valid1

Jopt/studies/val254/batch/
DRF

Records meeting eriteria
Racords logged
< Elapsed time (seconds)

System messages

st
Subject

Visit

Plate 9
| Create
| Modify

| dit ShE

(O Always perform dfesecute and dfmail

() Bl sk st when changes aped
| (= to database

| oot e Batcn New atcn Remove

Data changes 0 0 ]
Messages ]

dded o 0 Yes
Query edits o 0 Yes
Missing page queries ] o Yes
Missing page queries deleted o o Yes

20180308 10:49:39 (current) 0

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 batchSAEcheck from the list and click [OK]
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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.

12. Click [Run Batchlist| to run the current batch program. Enter the Username and Password of the current user, click .

E—
(1] Drexplore - dfpassword X

1 Control Mame: batchSAEchack (study server)

‘ Batch Name: SAEcheck ‘
Apply Changes: qgc only

| Change te Level: nochange

| Log File: SAEcheck (study server)

Applying changes to database requires password. The changes

|
cannot be undone.
Enter username and password:

Username data_manager

| Password  eeesssswes

{ cancel

13. From the Summary drop-down list, choose the item identified as '(current)'.

18 Orexplore [data_manager@exploredidiscovercom] Acceptance Test Study - Bath Edis

Fle  View  Window  Help
Controls Batch Logs View Q) spreadsheet Qxmi Stylesheet O batchiog () byeditcheck
contROL——————————— I (=) & O = I TS
| |
Mowiol 20 = Study 254
el Started on 20260520 13:36:30 (current)
Performed by data manager
Working Directory fopt/studiesivel254/batch/
Control ile batchSAEcheck
ORF
T e ——— N L] ShEeheck
|@ saecheck

Summary (batch: SAEcheck)

I P N I
:

Records mesting criteria
Records logged
4 Elapsed time (seconds)
System messages
Dsta changes
Messages
Queries odded
Query edits
Missing page queries

Missing page queries deleted

Execution History (sorted by reverse chronalogical order)

2026-05-20 13:36:30 (current) 1

() Always perform dfexecute and dimail

(Bl sk setwhen changes applied
to database

Run Batehlist Show Bateh

14. Double-click the entry to be taken to Data View.

1B CFexplore [data_manager @ explore.dfdiscover.com] Acceptance Test Study - All Records.

File Edit View Select Show Subject Visit Plate Field Window Help
99002 15 0f 15 @)
s TR —

Patient Patient Adverse Event
Normber (9 9 00 2 ety 1AM Renort No.
Far]

ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT

Event Start Date Intensity  Relationshipto  Action(s) ~ Outcome
day  month  year B Stucy Drug Taken
22702716 2 OO O O s
12 05003 Description Nausea and vomiting
e
& 99004
12 33007 2. CHANGES

this patient, Fax all additions to this form immediately, and if the above event is serious, call the Clinical Safetly

L Event  Page
Ny g

Is This A
Serious Event?

During the study. use this form to record all changes in this Adverse Event unti it is resolved or the study ends for

Mortor oot
-
(RN ARINNEEE PR
DataFax #254 Plate #009

Retum to Batch Edits View

Reason for Dota Value + Description Nausea vomiing and fever

Sicnto st [ i [L1ATM] Mo
T o

Event
Query Monitor (externi + x| =]~ No. No.
ADVERSE EVENT REPORT
nitor (external, correction)
1. DESCRIFTION OF ADVERSE EVENT

Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
study protocol. Please review montii yoar Hudy brig ] Borleus vontF.
Nete: (none)
T [EIRE 0 v

2. CHANGES

Fax all addtions o this form immediately, and if the above event is serious, call the Clinical Salety
ately.

mig=>1]

—a s T v

tudy, use this form to record all changes in this Adverse Event untilit is resolved or the study ends for

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
category Monitor has been added to this fie
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Query Monitor (extern: + [ k=

Category: Monitor (external, correction)
Detail: The severity intensity is greater than 3,
but the question 'Is This A Sericus Event?" is
answered ‘No". This is inconsistent with the
study protocol. Please review.

Note: (none)

Status: Cutstanding (New, in repert and sent)

NOTE: The query list is presented in accordance with the query sort order defined in Module 3.9 Create user-defined query category codes.

17. Double-click Site 99 - Hospital #99 entry to close all subject binders.

Use a data expression to retrieve specific subject information

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 dialog, set:

o Mode = View
o Plate =5
o Level =1-4

Do not select any Status check box.

) Drexplore - Select by Data Fields x
Mode View ~

Save Level 1- Level 1 [ Enable edit checks
Search o Data O Query O Reason O By program

Status () Final (Dincomplete (] Pending

Site

() Missed

Subject

Visit

Plate 5

Level 14

Creation

Modification

Pattern

Expressicn

Buld set

Clear Cancel
2. Click Expression [..] to open the Expression Editor dialog.
& Drexplore - Expression Editor %
Page: 005 - Monthly Follow-up Form
Expression
Fields Symbols
Field Name Deseription Type (
1 1DFSTATUS  Record Status choice (code) )
2 ZDFVALD Validation Level choice (code) == equals
3 JDFRASTER  ImageID string = notequal
4 4DFSTUDY  Study Number number ~  contains
5 SDFPLATE Plate Number number i~ notcontains
6 GFUPVISITNUM Follow up Month choice (code) s=  greater equal
7 TSUBID Patient Number number s greater
8 BPINIT Patient Initials string <= less equal
9 SVISDAT Visit Date date
Codes
10 105BP1 Blood Pressure: Reading 1 systolic number
0 missed
1 1108P1 Blood Pressure: Reading 1 diastolic number _—
inal
12 12sBP2 Blood Pressure: Reading 2 systolic number
2z incomplete
13 13DBP2 Blood Pressure: Reading 2 diastolic number ;
3 pending
14 14BPARM Blood Pressure: Arm choice (code)
15 15WTKG Weight (kg) number Functions
16 16WTLS Weight (Ibs) number R ()
17 |17DAPERFR | Study Med: Did patient return study med?  choice (code) day ()
18 18DADESCR  Study Med: Not returned, Explain string decimal (n}
19 |19DAREFIDR  Study Med: Meds returned, Med Code # | number field (s}
Reset Cancel

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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@ Drexplore - Select by Data Fields b4
Mode ~
Save Level O Enable edit checks
Search O oata O Query (O Reasen () By program
Status O Final O Incomplete D Pending O Missed
Site
Subject
Visit
Plate 5
Level 1-4
Creation
Modification
Pattern
Expression S(25:AEYN) == 2 Format: *Greeting*
Itk s fllz)
Build Set Clear Cancel

4. Click to apply the settings. Click

@ DFexplore [data.

Fle Edt View Selet Show
99001 - 1 of 1 task records I

f Yep——
~ 4295001

~ [ 21 : 1 Month Follow-up

Show All Records for This Subject
Return to Batch Edits View
Switch to List View

Query v

Subject

Vist  Plate  Field  Window  Help

Test Study - - o x

RURRRRNT [T TTTRI N oo ® e 0w
DataFax #254 Plate #005 [e]

sMontn O 4 Montn

pati patient (==
Nambor [ 99001 Tntars. [ABC Visit Date [06/04/97
Foul day  month  year
MONTHLY FOLLOW-UP FORM

Reading 1 (mmHg) Reading 2 (mmHg)
Blood Prassuro: / wait § minutes / am O Right

syatolc | diastolic syetolc | dsolc Lott
Woight: os4.6 W o os

Study Modication:  Did the patient retur the study medication dispensed at the previous visit?

O Mo > Explainl ]

— [on] <

Reason for Data Value

Missing Value| E

Fottoweup: X 1morth | ] 2montn

& -

Plate 1005 amoath | [ 4Montn

DataFox
e G vanowe [216][olT¢ ]
WL day  rorith  year
MONTHLY FOLLOW-UP FORM
Reading 1 (mm#ig) Reading 2 (mmHg)
sioodpressure: L1191 /(01518 ] wassmimnss [L1710]/[0[517]  Am DI mam
“systolic diastolic “Systolic diastolic o ten

welght: [T o OTzll

‘Study Medication: the stu nedicatior pr
O no = Explain
(8 - 111 14 13 ] hd
m © view mode ol
Last Save: 2009-04-15 15:10:22 UTC-04:00 Task: 0/1 =]

n the confirmation dialog to retrieve the 1 data record that matches the expression and retrieval criteria.

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 Subject] 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.

Show All Records for This Subject

Ratum to Batch Ex

Query

Reason for Data Value

Missing Value

Last

5t Study - Task By

Bject  Visit Plate Field Window Help

BRRRRRRI LTI T TT I oo ® e

DataFax #254 Plate #005 O3

Patient e Patient [, —
Number 9 9 0 0 1 nitials. [ABC Visit Date 06/04/97

day  month  year
MONTHLY FOLLOW-UP FORM
Reacing 1 (mmtig) Reading 2 (mmHg)
Blood Pressure: 1169 /[0 ] wait 5 minutes (170 [los7] Al =g
Systolic diastolic systolic diastolic ® ren
Weight: 0546 kg or (1204 fos
Study Medication:  Did the patient retur the study medication dispensed at the previous visit?
RARBRRRIT IR RT R roomom: O 1o
Datafox £754 Plaws w008 [REL

Nomiar -~ N E Vi Date [o

F ML day
MONTHLY FOLLOW-UP FORM
Reading 1 {mmkig) Reading 2 (mmkg)

socapressure: (11819 | /0197 8] wans mimmes (L7 [0 ]/[0]o]7]  4m Ol mom
Systolic “diastolic “sysiolic Giastoiic o tent

weighe: MO0k o OTzlelf]w

Did the patient retum the shudy medication dispensed at the previous visit?

i € view mode

Save: 2009-04-15 15:10:22 UTC-0400 Taskc 0/1

Use cross-plate data criteria to retrieve specific subject information
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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.

@ Drexplore - Select by Data Fields

Mode Modify ~

Save Level 1- Level 1

x

v Enable edit checks

Search o Data O Query O Reason

O By program

Status () Final (Dincomplete () Panding

Site

() Missed

Subject

Visit

Plate

Level

Creation

Modification

Pattern

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.

& Drexplore - Subjects X
Select subjects that match  ALL “ of these eriteria.
Criterion #1
Status . Level ..
[Visit
Plate
Field
Conditicn ~
|Value
Retrieve Plate and Field are required Clear
Add Remove 1 incomplete criterien 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 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 Age data field). Click E| next to Field to 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.

&) Drexplore - Subjects X
Select subjects that match  ALL w of these criteria.
Criterion #1
Status - Level
|Visit - 0
Plate - 001 - Blood Pressure Screening Visits
Field . 9-AGE (Age iyears))
Condition >= greater tha equa ~
IValue P s
Retrieve Clear
Add Remove Cancel
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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 @ 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 E] 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.

@ Drexplore - Subjects

Select subjects that match ALL

w of these criteria.

Criterion #1
Status. Level
[Visit = o
Plate . 001 - Blood Pressure Screening Visits
Field . 9-AGE (Age (years))
Conditicn jreater t aa. il
|Value | S
Retrieve 5 subjects match Clear
Criterion #2
Status. Level
[visit - o
Plate . 001 Blood Pressure Screening Visits
Field . 10-SEX (Sex)
Condition bad
|Value LA
Retrieve 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 @ 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.

1B DFexplore - Subjects

Select subjects that match AL

+ of these criteria.

X

Criterion #1
Status evel
Plate = 001-Blood eening Visit
Field 9. AGE
Condition
Value »| s0

Retrieve 5 subjects match lear
Criterion #2
Status Love
Plate Screening Visits
Field
Condition
Value LA

Retrieve 3 subjects match lear
Criterion #3
status Level

1

plate .. 003 - Medical History
Field 46 7. Diabates
Condition
alue. >

Retrieve Clea

| pamove

8. Click 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
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.
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@ Drexplore - Select by Data Fields

Mode View b

Save Level 1- Level 1

O Enable edit checks

Search Q Data Ca

uery (O Reason () By program

Status O Final

Site

O Incomplete D Pending O Missed

Subject 1 subjects from criteria

Visit

Plate 13

Level 1-3

Creation

Modification

Fattern

Enter expression or build using Expression Editor

Build Set | Done

Clear Cancel

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.

Show All Recards for This Subject

Retum to Batch Edit

Switeh

Reason for Data Value

Missing Value Last Save

Subject  Visit

Plate Field Window

Help

DataFax #254 Plate

Patient Patient
Numbor [ 9 9 0 0 7 Intials [KFC

BLOOD PRESSURE SCREENING VISITS

ago 1661 yoars Sex ® wae

O Femaie

Screen1:  Datwe (23/04/16

jay  month  year

Screen2:  Date (25/04/16

day  month  year

Eligibility Criteria

1. Age 16-79 years old

Race ® Caucasian

O african American

2. Male, or if ferale, ot pregnant and using a reliable contraceptive method

3. Taking blood pressure medication

2026-05-20 13:3034 UTC-0400 sk 02

Q Other, specify:
systolic diastolic
Reading 1: 107 /0% ]
Reaving2: 172 /loss ]
Reacing3: 172 /loss ]
systolic diastolic
a1 100 [los6
reaingz; [169 ] /[0%6
readngs: 170 | /096
Yes  No
L )]
1
- (e}
e
o -
1
M

€ view mode

mmhg

mmig

mmHg

mmkg

mmig

mmhg

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.

o

X

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

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit

» User accounts and roles:
o datafax : Unrestricted

o data_manager : Unrestricted
o data_coordinator : data_coordinator
o (Optional) - SMS or email 2-factor authentication setup with data_coordinator

NOTE: For configuration of 2-factor authentication, see Module 1(Installation & Initialization) test step 6 for details on configuring accounts with 2-factor authentication

Client Tools Used: DFATK, DFexplore

Purpose: This module tests the use of various built-in DFdiscover reports to perform integrity checks and query operations on the database, including automated query creation,
creation of query reports, verifying data status with reports, as well as testing for proper authorization of report execution based on user permissions. Exporting of generated reports will
be tested, as well as testing DFdiscover’s ability to send outbound messages through the server’'s email service. Results from reports are also compared to study data to ensure

consistency.
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Tests & Requirements

1. Obtain database query metrics and details using Status and List Views to review all outstanding queries prior to query report creation.

. 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.

o o~ 0 N

. Confirm the status of external queries following query report creation.
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.

10. 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.

. Run database integrity check report DF_XXkeys to export all key fields and visit dates from required plates in the database.

. Use Data View to check, and if necessary correct, illegal visit dates by retrieving the problems keys identified by DF_XXkeys.

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”

NOTE: If data_coordinator has been set up for 2-factor authentication with Azure SMS, you may need to wait for a 1-time code to arrive at the phone number as defined in

DFadmin.

2. Select > [Status]. Examine the Queries table to view the status and count of all queries in the database.

DFexplo

B sweyusers

Last refresh: 2026.05 20 14:11:06 UTC.0400

3. Open the Graphics section and select the toggle button for by status. Confirm the count of Pending and Outstanding queries.
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B2 sraphics O bylevel © by status

Pending 1 Pending Pending 3
Missed .'
incomplete [N Outstanding Rejected

Final I || Resolved W' Approved [

4. Select Select the Plates & Metadata tab.

T e e e e =
Fle  Edit  View  Select  Show  Page  Feld  Window  Help
Plates & Metadata | Modules || Custom

001 - Bleod Pressure Sereening Visits
002 - Patient Entry Form

003 - Medical History

004 - Current Medieations
005 - Monthly Follow-up Form
006 - Patient Evaluation Repart
Study Termination

008 - Medication Log

009 - Adverse Event Report
010 Destn Report

011 - Weekly Patient Diary
020 - Date Log

metadata - Query Reports
metadata - Reasons
metadata - Queries

metadata - Miszed

- )

5. Click metadata - Queries to display information about database queries.

T OFexpors [data_coorcinator@esplor.dciscover com] Aceeptance Test Sudy - List = 8 X
Fle Bt View  Seex  Show  Poge  Fidd  Window  Hep
Pates & Meladata | Modues | Custom | DISTATUS  DRAUD  DFRASTER  DFSTUDY  DFPLATE  DFSEQ  DFPD - DRQCAD  DRCCTR  DRQCRST  DRQCPAGE orQCRERLY
ooiail=1ofs i [ I: e = f 5 Ew e 1) T o I
001 Bood Pressrs Sereening Vists (R 1 cooomoooee0 254 2 1 om0t 14 B o0 o
002 - Patient Entry Form i3 1 4 0000/0000000 254 2 1 99002 8 %9 000000 I
003 Medica History Ra o 1 cooonoonen 254 ) o s s % o0 o
004 - Current Medications gs 1 4 0000/0000000 254 s 101 99002 9 % 000000 0
003 - Monibly Follom-wp form: 6 0 4 0000/0000000 254 9 1om 99002 16 9 000000 0
e e 17 s . coooio000nc0 254 s o sz 16 ;g wooe o bt 16/10730 142313 over will e remaved t0 3
007 - Sy Termination
Bs o : cooopoo00nco 254 2 1 ot 1 gg w0
008 Mediction Log
e 1 4 0000/0000000 254 1 0 9900’ " 29 000000 0

009 - Adverse Event Report
010 Destn Report

011 - Weekly Patient Diary
020 - Date Log

metadata - Query Reports

metadata - Reasons

netad:

metadata

h| to specify query search criteria. In the search dialog, check (enable) the Usage = external, click _ to update the dialog with details and a count of
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| D DFexplore - Search X

| ~Search u:
| site [ external E]
s () internal 0
| | visit : Ty
Fage T x [O clarification g]
- correction 7
Level ’
Gz R (O new, notin report 7
vt By P— () in report, not sent [}
T 8\\‘ report, sent 0
—_— resolved NA 0
. (O resclved irrelevant 0
Osy () resolved corrected 1
[ } (C) pending 1
(EEabeooty
Search Multiple Queries ) wissing =
[Drusmanmonmenme. |0 .
' (O inconsistent 2
Smuc:n O iegible 0
() FaxNoise 0
Ooews (O other 2
(O) Match case (0 Missing Page 0
(O Fitter (O Overdue Visit 0
(O) EC Missing Page 0
New Task Add to Task B (e .
M Tact a
9 queries matched Select All Select None
Reset Update ave Print Done Find

7. Click to close the Search dialog.

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 to view a detailed description of the report. As
options do not exist for this report, click to execute DF_XXkeys.
o x w

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 Reporf] 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 Filg]. 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
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@) Drexplore - Select by Data Retrieval File >

Mode Validate ~

Save level 1 - Level 1 ~ @ 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 B next to Select file from. In the file selection dialog, choose the file VDillegal.drf, then click .

@ DrFexplore - Select by Data Retrieval File X
Mode Validate ~
Save level 1 - Level 1 v Enable adit checks

Select file from () local computer @ study server

Selected file
VDillegal.drf
Description

data_coordinator 26/05/20
lllegal visit dates detected by DF_XXkeys

Reset 0K | Cancel

3. Click in the dialog. Click in the resulting confirmation dialog to retrieve all data records having illegal visit dates.

) DFexplore [data coordinator@explore.didi eptance Test Study - Tosk By DRF: VDillegoldrf

File  Edt  View  Select St Subject  Visit  Plate  Fied  Window  Help
99004 - 1 of
RRRRRRRI LT TTTT IR roows ® e
DataFax #254 Plate #005 O 3mont
Pationt g Patient 417/9
Number [ 9 9 0 0 4 initiats [R8 Visit Date (04/17/97
FoMoL doy  month  year

MONTHLY FOLLOW-UP FORM

Reacing 1 (mmHg Reading 2 (mmHg)
5 A ® gighe
Blood Pressura: (165 {083 wait 5§ minutes [166 /o83 Rl
systolic diastalic systolic hastolic O et
Weight: 067.0 kg or [1477 Ibs
Study Medication: Did the patient return the stucy medication dispensed at the previous visit?

BRRRRRNL LTI R TRT N rosomsn Bt O 2o
o o

3uoat [T 4 Monin

DotoFax Plate 05
Shom Al Recors for Thi Subject
Reee waep [rTr]e] Vist bate
F M L y month  year
e MONTHLY FOLLOW-UP FORM
Reading 1 (mmta) Reading 2 (mmHg)

L6 [51/[0T8 T3] ware sminutos L1616 /[0 8 [3 am & right
systolic “ostolic Systolic “Ghastolic 0 zen

Reason for Data Value e maaln — T e

ly at the previous visit?

Missing Value

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.

5. As problems no longer exist on the corrected page, the page can be saved with a status of Final. Click to save the page.

Execute DF_QCupdate to update the query database and lock all records for query report generation

1. Select > [Al'Records), click [OK]. Select > to return to Reports View. Again choose the report name DF_XXkeys from the list and click [Run]. Confirm that the

output no longer reports illegal visit dates.
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[ Drexpiore (data. coordinator@explore discover.com Acceptance TestStudy - Reports

Fle  Edit  View  Select  Window  Help
Name Xkeys: Export keys and visit dates from recired plates
Options
specity
Run Explain Close Report font

DF XXkeys: Export keys and visit dates from required plates: 10 lines

rt keys and visit dates from required plates: 10 lines

2. Choose DF_QCupdate from the list of Legacy Reports and click to view a report description. Do not enter any options in the Specify field and click to update the

Query database.

T Drexpion [dot_coordingtor@explore ddiscover.com] Acceptonce Test Sudy - Reports

(53] % QCupdate: Update Query database: 11 lnes

DF QCupdate: Update Query database

IDF QCupdate: Update Query databaze

DF QCview: Display r

File Edit  View  Select  Window  Help
[ Name e Update Quary database
o Options e
o Specify
o
&
o Run Explain Cloza Repert Font
5
o DF 20tkeys: Export keys and visit dates from required plates: 13 lines
= DF QCupdate: Update Query database: 11 lines
o s
DF Plachedule: Displa
DF PTunespectad: List
OF P! cheduling a pelat Tpd
DF QCax: Fax or email Query Rep " .
DF QCfaxlog: Examine th t
P t upd. t y
o
) )
[ List nisting Quary g | |1

3. 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. Clicl

4. Start DFexplore, login as user data_manager as described in

query report creation.”.

5. Select > [Reports).

“Obtain database query metrics and details using Status and List Views to review all outstanding queries prior to

6. Double-click DFdiscover Reports, expand Legacy Reports by clicking >. Choose DF_QCupdate from the list of reports. Click to execute DF_QCupdate with the correct

permissions.
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B Dexplors [data_manager@explor.dfdscovercom) Acceptance Test Study - Reports

Fle  Edt  View  Select  Window  Help
Name  DF QCupdate: Update Query database
OPtions . Cigar Gptions
ICeante Specify

F ICimages: W

fun Close Report Fant 53] OF @Cupdates Update Guery dotabase; 2 fnes

DF QCupdate: Update Query database: 22 lines

DF QCfax: Fax or email Query Rey

DF QCfaxlog: Examine the tr

DF QCprint: Print Qu

DF Qstatus: ist existing Query Repe.

DF_QCupdate: Updata Query databaze

Execute DF_QCreports to create a standard, 3-part external query report for a study site

1. Choose DF_QCreports from the list of Legacy Reports and click to view a report description.

2. Do not enter any options in the Specify field so that a complete query report is generated. Click to execute DF_QCreports.

explore.didiscover com] Acceptance Test Study - Reports

File Edit View Select  Window Help

Close Report Font 53] OF QCreports: Ceate Quary Reports: 19 ines

ote: Upclate Query database: 22 ines OF GCrepors Creste Query Reports: 19 nes o

orts: Create Query Reports

- Mark Query Repor

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 > [Print]. In the Print dialog, the Printer Name field contains the name of your printer. Click . Keep this printout to reference the query report

number in “Comparing several examples from the printed query report against their corresponding queries in the study database.”. Click |[Close Report|to close the report output

window.
Confirm the status of external queries following query report creation

1. Select > [Status]. Click to update the database counts. Examine the Queries table to view the status and count of all queries in the database.

DFdiscover 5.11.0 Acceptance Test Manual Page 166 of 313



File  Edt  View  Window

e

Help

) s

Images awaiting review in Image Queve [ 0

B DFexplore [data_manager@explore.dfdiscover.com) Acceptance Test Study - Status.

images for al studies)

site
Subject

visit
Plate

B ostrecorss

Loval || teimp | twed | imovpia
Level 0:0
Level 1:1
Level 2:2
Level 23
Level 4:4
Level 5:5
Lovel &:5
Level 7:7

Total ! 1

B soeric O byl Oystats

Queries

Refresh

Clear

Reasons

Level 0:0

Level 2:2 | I
Level 3:3 | [N
Level 4| N
Lovel 5:5

Lol 6:6

Level 7:7

Level 1: 1 | I

B swayusers

Last refrosh: 2026-05-20 14:17:49 UTC.04:00

T N T —

NOTE: The counts in the Quenes table have changed because the quew database has been updated by the running of the report DF_QCupdate in “Execute DF_QCupdate
”. If applicable, DF_QCupdate will create new queries for missing pages and overdue visits

3. Click metadata - Queries to display information about database queries.

Missing Value

I

e

1 D explore data manager @ expiore.didscovercom] Accaptance Test Study - Lt - o x|
Fle  Edt  View  Selct  Show  Page  Field  Window  Help
Plates & Metadata | Modules | Custom DfstotusSt DivaidS1]  Dfasters!  Dfstudy$!!  DfplateS1t  DFseaSt  DFpid “  Dfacfied  Dfaccenter  DFgcreport  DFcpage
1990010.1] - 10f 19 i1 [ in report ot sent  Level 3 | 250 [x o Jssoor  Jaa ) 260520 Iz [
i Sty Vi {2 now.inreportnotsemt Lovel 1 0000/0000000 254 2 1 9001 14 B) 260520 1
002 Fatlent sy Fovm 03 nowinreportnotsent Lavel 0 000/0000000 254 s 2 s001 4 ) 260520 1
003 Medical History 04 newinreport ot sent  Level 4 000/0000000 254 2 ' %002 B B 260520 1
004 - Current Medications {5 new.inreportnotsent Level 0 0000/0000000 254 s 2 900z 4 B 260520 1
1008+ Miathly Folioss 1 Ees J 6  new,inreportnotsent Level 0 0000/0000000 254 B 2 99002 4 ] 260520 1
Sl s 07 newinreport ot sentLevel 0 0000/0000000 254 s = %002 4 % 260520 1
007 - Study Terminstion
WSt {6 new.inreport ot sent Level 0 0000/0000000 254 7 30 002 4 B 260520 1
o e I {9 new.inreport ot sent Level 1 000/0000000 254 s 10m 900z 9 B 260520 1
6D aport § 710 new,inreport notsemt Lavel ¢ 000/0000000 254 9 10m %002 9 % 260520 1
011 - Weekly Patient Diary 1 pending Level4 0000/0000000 254 s 1on w00 16 o 00000 0
020 - Date Log. [ 12 resolved corrected Level 4 0000/0000000 254 9 1011 93002 16 % 000000 0 valid1 16/10/30 14:23:13 Fe
matadats - Query Reports § 13 now.inreport ot sent_ Level 1 000/0000000 254 2 1 904 1 B 260520 1
it~ Paiace § %4 now,inreportnotsemt Level 0 000/0000000 254 4 1 9004 4 % 260520 1
015 new.inreport ot sent Level 4 000/0000000 254 1 0 s00r 1 % 260520 2
§ 16 new,in report ot sent _Level 0 0000/0000000 254 s 2 007 4 ) 260520 1
§ 17 now,inreport not sent_ Lovel 0 0000/0000000 254 s 2 ss00r 4 ) 260520 1
> = T [ e— w0 |54 s F P w 20050 a
Swtch to Data View 015 new.in report ot sent Level 0 000/0000000 254 7 0 o007 4 B 260520 1
Query
faason for Data Vlue
a T [l

4. Select

and a count of external queries.
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| @ Drexplore - Search

>
Search u:
| | site external 19
[ subject () internal 0
Visit Ty,
1fease () clarification 2
- correction 17
| | Level (
Crtion - () new, not in report ]
T i (Jinrepert, not sent 17
| | Modification y
—_— (Dinreport, sent (]
Resolution By 0
—_— resolved NA 0
Expression
| () resolved irrelevant [
| Osy () resolved corrected 1
| [ () pending 1
| (Categ
Search Multiple Queries ) wissing =
{O Fields cantain two or more queries O egal 0
(O inconsistent 2
Direction
O O iegible 0
P
o () FaxNoise 0
Down
([ other 2
(O) Match case (0 Missing Page 2
(O Fitter (O Overdue Visit 8
(O EC Missing Page 0
New Task Add to Task B (e .
M Tact a
19 queries matched Select All Select None
Reset Update Save Print Done Find

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 > [Reports].

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.

@ Drexplore [data m

File Edit View Select  Window Help

Name  DF Q¢

Specify

ore.dfdscover.com] Acceptance Test Study - Reports

us: List existing Query Reports.

Options  Ciear Options

DF QCstatus List exsting Query Reports: 9 lines

bpin | CloseRapon Fort ] OF QCstas st wisting Qury Rapors 9 s

x

=cheduling 2p.

3. Click [Close Report|to close the report output window.

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
still resides in the QC/NEW directory (it has not yet been sent to the site), click to execute DF_QCview.

DFdiscover 5.11.0

Acceptance Test Manual

to view a description of the report. As the report for Site 099 - Hospital #99

Page 168 of 313



DF_QCview: Display requested Query Reports: 78 lines 8 x

2. Click [Close Report|to close the report output window.

Execute DF_QCprint to print the query report from the QC/NEW directory

1. If your DFdiscover server is connected to a printer, print a copy of the query report for Site 099 - Hospital #99 by choosing DF_QCprint. Click to view a description of the
report. Enter -u number of your query report in the Specify field. Click to execute DF_QCprint. If your DFdiscover server is not connected to a printer, you can instead you
can choose to print the query report displayed in the DF_QCview output window from the previous step or keep a copy of the text to use with the following steps.

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

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

@) Drexplore - Select by Data Fields x

Mode View B

Save Leve 1- Level () Enable edit checks

Search o Data O Query O Reason O By program

Status (O Final (Dincomplete () Pending (] Missed

Site

Subject 99002,99004
Visit
Plate 249
Level 1-7
Creation
Modification
Pattern
Enter expression or build using Expression Editor |
Build Set Clear Cancel

4. Click then to apply the record selection criteria and retrieve the applicable pages.
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= l
1 Drexplore [data_manager@explore.dfdscovercom] Acceptanc Test Study - Tas By Data Felds

- o X
Fle  Edt  View  Select  Show  Subjet Vit  Plate  Feld  Window  Help
ecords
BeRirrrrrrrerrrrrrrrrn
DataFax #254 Plate #002 Vst #001
Lot  [EOMDEGRORZ oot pam Entry Date [20/01/16
F ML day  month  year

PATIENT ENTRY FORM

- i@won
- Randomization
Mo ro

e

ent meets all eligibility criteria, call the randomization hot ine ((905) 999-8886) for this patient’s
o mber

Provided the f
random medicaton code

Modication Cocto #: [1234_|

Give the patient ene bottle of study medication from the medication Kit with this cade numbe:

Medical Examination

RN R IR IR |
Data Fax & 254 Plate # 002 Se

equance # 001

Show All Records for This Subject

Nommer (21 9] [0]0]2 e [LTALM ennyoae [2]0] [ 1] [1]6
Tt B

month _ year
Query

PATIENT ENTRY FORM
Randomization

Provided the patiert meets all eligibilty criteria, call the randomization hot line ((806) 966-8888) for this patient's
random medication code number.

Medication Code #: [L]

Reasn for Data Value

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

Bl CHE) ()T ration
1l Q) view mode 1

Missing Value Last s

2k 0/4 |

5. 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.

Query Monitor (extern: +k[—

Category: Monitor (external, correction)
Detail: The severity intensity is greater than 3,
but the question 'ls This A Sericus Event?” is
answered 'No". This is inconsistent with the
study pretocol. Please review.
Note: (none)
_Status: Outstanding (New, in repert not sent)

6. In the record list, double-click entry for subject 99004.

sxplora.dfdiscovercom] Accaptance Test Study - Task By Deta Fiekds i = & |
Select Show Subject Visit Plate Field Window Help
 FA AR AR AN IR |
DataFaw 25t P 002 Voo
18,3500 X
BTy e iare [TRB Entry Date [03/06/97
P day  morth  year
PATIENT ENTRY FORM
Randomization
Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patient's
oo cae e

Modication Codo #: (9876 |

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

Medical Examination

i e .
S oL Vi Nember (9191 [0ToT 4] e T[=]B] enyoate [012] [0] 6] [217]
F M L day month year
o - PATIENT ENTRY FORM
Randomization

Provide the patient meets all cighiity rkeria, call the
el oriylor e g

Medication Code 8

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

Reason for Data Value

m © vewmode ]

Missing Value Last Save: 2025-04-11 124227 UTC-0400 askc 04 First 2 boxes = center number |

7. 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 repert not sent)
alid1 2009-04-15 15:20:24 UTC- 04
: valid1 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
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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.

T DFexpiore [data_manager @ expiore.dfdiscover.com) Accaptance Tost Study - Reports - o X
Fle  Edt  View  Select  Window  Help
Name Fax or emal Query Reports
Option: s
Pedfy { maitoyouremail @yourdomain.com
Run Explain Close Report Font 53] OF @t Fax or email Query Reports: 12 lines
DF QClenc Fax or emeil Query Reports: 12 fines & x

OF PTerfs: Display available CRF infor

of
of
0
of ject data grouped by.
0
of

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 > [Status]. Click 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 are the same as those in Step 1 because queries have been sent to the site but not resolved.

2. Select > [List), and click Plates & Metadata.

3. Select > [Preferences]. Click List View to expand that sub-panel and enable Label for Display coded field as. Click [OK]. To display information about database queries, click
metadata - Queries.

B DFexplore [data_ o ptance Teat Study - Lt - = 8 x
Fle B4t View  Select  Show  Page  Feld  Window  Hep
Plates & Metoduta]|_ Modules || Custom — DRvalldst  DFrastosi1  Dbstutys Ofplates1t Ofsoqst Dfgcfidd  Digccmer  Digcreport  Digepage
AT N T [T il B ; g B = = 5 I
2 Leve 1 oooo/o00o000 254 : 14 » ) ]
Level0 povon00 254 s 0 J » 260520 !
Loves ooon0 254 . - sasz0 !
Leweio cooojoanonc0 254 s . ” 260520 !
Level0 254 s . » 260520 1
Level0 254 f » 260520 !
Leveio s 0 . - 260520 !
Leve 1 s . o1 s ” 260520 !
Lot 54 ' o1 ' » 260520 !
Level 254 ) o1 N » 000000 0
Leve s s o1 - 000000 o a1 16710730 122313 e
Love 54 : ” 260520 )
Level0 54 ' . » 260520 !
254 ! 0 ) » sas20 :
5 . " 260520 !
254 s 2 woor 4 % 260520 )
254 s woor 4 » 260520 !
Switch to Data View 254 30 93007 4 9 260520 1
Query
Rasson for Deta Vlue
Bl ) view mode |=
issing Valoe Lt Save: vl 2016 10,07 134703 UTC 0400 | Logl valvesare 06

4. Select > to specify a set of query search criteria. In the resulting search dialog, select (enable) Usage = external. Click to update the dialog with details and
a count of external queries.
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@ Drexplore - Search X

~Search -U
|| site external m‘
internal [1]
| | Subject @)
Visit Ty
o () clarification »
| | pag
correction 17
Field @]
| | Level -
Crtion 8y () new, not in report (]
i in repert, not sent 17
| | Modification By 8 L> o .
— in report, senf
Resolution By O
—_— resolved NA 0
Expression
| () resolved irrelevant 0
By () resolved corrected 1
‘ ‘ (C) pending 1
Category
- Search Multiple Queries ) wissing =
\O Fields contain two or more queries ‘ O iegal 0
(O inconsistent 2
r Direction ———
O O iegible 0
P
o () FaxNoise 0
Down
L (O other 2
(O) Match case (0 Missing Page 2
Filter (O Overdue visit 8
(O EC Missing Page 0
New Task O Monitor 2
M Tact n
19 queries matched Select All Select None
Reset Update Save Print Done Filter

5. Click to close the Search dialog.
6. Select > to close and exit DFexplore.

End Module 12. External Query Reports

« Return to the DFATK application. Click to confirm successful completion of Module 12. External Query Reports.

Module 13. Replying to EDC Queries, eSignatures

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit
e User accounts and roles:
o datafax : Unrestricted
o data_manager : Unrestricted
o site_monitor : site_monitor
o site_invest : site_investigator
o Email address configured for site_monitor
o (Optional) SMS or email 2-factor authentication configuration for site_invest

NOTE: For configuration of 2-factor authentication, see Module 1(Installation & Initialization) test step 6 for details on configuring accounts with 2-factor authentication

Client Tools Used: DFATK, DFexplore, DFsetup

Purpose: This module tests replying to EDC queries within DFexplore. Furthermore, it serves as the primary test for DFexplore’s eSignature module, testing the application, removal

and re-application of eSignatures.

Tests & Requirements

1. Determine a count of outstanding/outstanding queries in Status View.

2. Review outstanding queries in Queries View.

3. Using EDC, locate and reply to outstanding clarification queries.

4. Add an Electronic Signature (eSign) to a set of completed subject records.
5. Verify removal and re-applicaton of eSignatures.

Estimate of Time Required: 30 Minutes
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 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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B OFexplore [ste_monitor@explore iciscovercom] Acceptance TestStucy
Fle B View  Window  Help
Images awaiing review in mage Quaue

s |

Subject

Status

visit

Plate

Bl ostoReconds

Lovel | fedog ot
Lovel 00
Level 1:1
Lovel 2.2

Level 3:3

Level 44 3
Level 5:5
Lovel 6:6
Level 7:7

Tota) 1 1 6 2 2

B cepicc O bylewet O bysatus

Refresh

Clear

Reasons.

Lewel0:0

Level 1: 1| I
Levei 22
Level3:3 | B
Level 44 | I
Level5:5
Level6:6

Level 2:7

B swdyusers

TR ——

Last refresh: 2026.05-20 14:27:24 UTC-0400

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.

4. In the Database Status task Specification dialog set:

o Mode = Validate

o Save level =1 - Level 1

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 .

B OFexpore [ste_montor@explore idiscovercom] Acceptance TestStucy

Task By Database Status

File  View  Show  Query  Window  Help
Site 99 _ 17 salected outstanding queries modified between 2009 0415 HH:mmzs and 2016.11.06 HHmmiss.
Site/ Subject Visit: Page Fisld : Category Status & Replies
Bosite 99 Hospital #
. o901 Screaning Vists  Form 1 5. Patient has signed informed consent = Yes Gutstanding (New, in report and sent)
(Othen) Modified by: valid1 2016-10-07 13:47:03 UTC-0400
Detail: We have not received this patient's
informed consent form. Please send it by fax or
email without dela
D Baseline - Form 2 ‘Smoking Status := blank (Missing) Outstanding (New, in report and sent]
dodified by:valid) 2009-04-15 15:08:54 UTC 04100
4 9o Study Termination : Form 6 Missing Page nding (New, in report and sent)
Modified by: vaid1 20161106 20:42:35 UTC-0400
§ se002 Baseline : Form 2 Date of Bith (dd/mm/yy) -= 03/12/d9 Outstanding (Hew, in rep .
(Inconsistent) Modified by: velid1 20161101 17:35:36 UTC 0400
Detail: Bith date does not match age on Form 1
w002 1 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified 120161106 20:42:35 UTC 0400
§ 02 2 Month Follow-up Overdue Visit outsta "
Modified by
o 9002 3 Month Follow-up Overdue Visit Outstandin
Modified by
§ w00z Study Termination Overdue Visit Outstanding (New, in report and sent
Modified by: vaid1 2016-11-06 20:42:35 UTC- 0400
§ o002 Adverse Event 1 Page 1 - Form 9, AE Report 011 DESCRIPTION: Intensity := 4 (Monitor) Outstanding (New, in report and sent]
Detail: The severty intensity i greater then 3, Modified by: vaid1 20161101 17:4459 UTC 0400
but the question Is This A Serious Event? s
answered No. This is inconsistent with the study
§ 9002 Adverse Event 1 Page 1 : Form 9, AE Report 011 ) Outstanding (New, in report and sent
greater than 3 Modified by: vaid1 20161101 17:32:58 UTC-0400
e velue ance further information
§ %008 Baseline : Form 2 Pulse beats/minute : (Missing) Outstanding (New, in report and sent
Modified by: alid1 2009.04-15 15:20:24 UTC-0400
o %9004 Baseline : Form 4,Pg 1 Missing Page Qutstanding (New, in report and sent
Modified by: vald1 2016.11.06 20:42:35 UTC 04100
g 907 Screening Visits : Form 1 Screen 1: Reading 1 systolc := 107 (inconsistent) Outstanding (New, in report and sent)
Detai: This value i inconsistent with allather Modified by: valid1 20161101 173840 UTC. 0400
B
§ oo 1 Month Fallow up Ove.S52cS snftarn prass Entar ot double-chck o togale spendiog an ort and zent
Modified by: vaid1 2016-11-06 20:42:35 UTC- 0400
g se007 2 Month Follow up Overdue Visit Outstanding (New, in report and sent)
Modified by: vaid1 2016.11.06 20:42:35 UTC 0400
§ 9007 2 Month Follow-up Overdue Visit Outstanding (New, in "
Modified by: valid 201 2042:35 UTC.0400
o so007 Study Termination Overdue Visit Qutstanding (New,in rep W

Modified by: valid 20161106 20:42:35 UTC 0400

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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B OFexpore [ste_montor@explore iciscovercom] Acceptance Test Sty - Task By Database Staus

File

View  Show  Query  Window Help

Sita 99 10 salectad queris (2 rezoived and 17 outstanding) medified between 2009 04 15 Himm:sz and 2016 11 06 HHmmezz
Visit: Page

Fiskd ; Category Status & Replies

Screaning Vists : Form 1

5. Patient has signed informed consent = Yes
(©ther)

Datail: We have not received this patient's
informed consent ferm. Pleasa send it by fax or
emall without dela

Outstanding (New, in report and sent
Modified by: valid 2016-10-07 13:47:03 UTC-0400

] 9001 Baseline - Form 2 Smoking Status := blank (M: ‘Outstanding (New, i report and sent
oy valid1 2009-04-15 1508154 UTC.04:00
§ 99001 Study Termination : Form 6 Missing Page nding (ew, in report and sent)
2:35 UTC.04:00
99002 Baseline : Form 2 irth (dd/mm/yy) = 05/12/48
35:36 UTC.04:00
date does not match age on Form 1
§ 99002 1 Month Follow up Overdue Visit
§ 99002 Month Fellow up Overdue Visit
2016 35 UTC.04:00
§ %002 3 Month Follow-up Overdue Visit New, in report.
Modified by: valid1 201611 2:35 UTC. 0400
§ 99002 Study Termination Overdue Visit
§ 99002 Adverse Event 1 Page 1 : Form 8, AE Report 011 DESCRIPTION: Int Outstanding
Datail: The severity Modified by: valid 2016-11-01 17:44:59 UTC 0400
but the question ‘s
answered No. This is inconsistent with the study
protocal. Please
§ 9002 Advarso Event 1 Page 1:Form , AE Report 011 DESCRIPTION: Outstandin report and zznt)
Modified by 20161101 17:3258 UTC-04:00
90002 Aeverse Event 1 Page 1 : Form 8, AE Repert 011 DESCRIPTION: AE Deseription = Nausea, 777 and Pending
fever (Othen Modified by: valid1 20161101 17:32:58 UTC 0400
Detail: Please clrify the word after nausea. The
description provided through email is ‘Neusea,
vamit and fever. Do you maan Vomit instead?
s provided via email.
] 002 Adverse Event 1 Page 1 : Form 9, AE Report 011 Nausea, 777 and Resalved corrected
Rezolved by: valid 225 UTC 0400
Nausea and feve 0 separate adverse Replied by: valid1 13 UTC-0400
d should be reported in different CRF be removed to a different
Please review. et form.
. 99004 Baseline : Form 2 Puise beats/minute: (Missing) repert and sent)
UTC.0400
§ %004 Baseline : Form 4, Pg 1 Missing Page
uTC 0400
§ 99007 Screaning Visits : Form 1 Screen 1: Reading 1 systolic = 107 (inconsistent) n report and sent
Detail: This value is inconsistent with all other Modified by: valid 2016-11-01 17:38:40 UTC-0400
BP readings. Please explain.
§ 99007 1 Month Fellow-up Overdue Visit Outstanding (New, in repert and sent

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

. Locate the entry for Subject 99001, Screening Visits Form 1, 5. Patient has signed informed consent
page and field active. Examine the information present in the Query window.

. Double-click the query to switch to Data View and make the queried

B GFexplare [site_monitor@explore. didiscaver.com] Acceptance Tst Study - Task By Database Status

fle  Edit  View  Select  Show  Subect Vst  Plate  Field  Window  Help
99001 - 1 0f 3 task records 3 - = &
88509 - Hospital 199 3. Taking bood pressure medication

s

4. Major surgery or other medical emergency in the past 6 months,

Patient has signed
follow-up vis:

informed consent and agrees 10 return for monthly

o

Sysfolic blood pressure 160-200
95105 mmHg on Reading 3 at b

nHg or Diastolic biood pressure
Screen 1 and Screen 2.

and Screer.

Patient is Eligible

Once Completed, Please Fax This Form to ()it

11 November 2014

DataFax #7254 Plats %001 Sequerce 000

Raoes P B 1R T T ] ey

Show All Records for This Subject

Return o Queries View

Switch to List View

(]
+[*

- BLOOD PRESSURE SCREENING VISITS
cation
his patient's

Auyem

Sex [ Msie
[ Femate

Reason for Data Value

&

qay  month  year )
readiog 2 (LIT[01/ [0 TSI vty
31| RS eecing
e =r | Ieran

'|

. Select
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I @ DFexplore - Reply to Query

Field

Reported Value
| Category

Detail

New Reply

X
5. Patient has signed informed consent
Yes
Other v

We have not received this patient's informed cansent form,
Please send it by fax or email without delay.

Informed consent was sent to study coordinator by email on

March 20.

to apply the reply to the queried field.

Query Other (external, EEE} IEI

Category: Other (external, clarification)

Detail: We have net received this patient's
informed consent form. Please send it by fax or
email without delay.

Note: (none)

Reply: site_ moniter 2026-05-20 22:13:01

UTC 04:00

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.

Examine the information present in the Query window.

to save the current page and the query reply to the database.

D DFexplore [site monitor@explore didiscover.com) Acceptance Tast Stucy - Al Records - o X
Fle  View  Show  Queny  Window  Help
[ Site 99 16 outstanding queries modified between 2009 04 15 HHtmm:ss and 2016 11 06 Hrimm:s
Site/ Subject Visi: age Field : Category Status & Reples

Ssicess - Hospial 4

§ oo Baseline : Form 2 Smoking Status := blank (Missing) Qutstanding (New, in report and sent)
Modified by: valig] 2009.04.15 15:08:54 UTC 0400
§ w0 Study Termination : Form 6 Missing Page
§ 9002 Baseline : Form 2 Date of Birth (dd/mmyy) = 05/12/49
(inconsistent) Modified by: valid 20161101 17:35:36 UTC 0400
Detail: Birth date does not match age on Form 1
§ o002 1 Month Follow-up Overdue Visit Qutstanding (New, in report and sent)
Modified by: valid 2016.11.06 20:42:35 UTC 0400
§ ss002 2 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid1 20161106 20:42:35 UTC 0400
§ o002 3 Month Follow-up Overdue Visit Outstanding (New, in report and ser
Modified by: valid] 20161106 20:42:35 UTC 0400
§ w002 Study Termination Overdue Visit Outstanding (New, in report and sent)
Modified by: valid| 2016-11-06 20:42:35 UTC-0400
§ 900z Revarza Event 1 Page 11 Form O, AE Report 011 DESCRIPTION: Intensity := & (Monitor) Outstanding (New, in report and zznt)
Detai: The severity intensity is greater than 3, Modified by: valid 2016-11-01 17:44:59 UTC-0400
but the question ‘s Serious Event?' s
answered No. This is inconsistent with the study
protocol. Please review.
§ soe02 Adverse Event 1 Page 1:Form 9, AE Report 011 DESCRIPTION: Intensity := & (Clinical QC Outstanding (New, in report and sent)
Detail: This severity intensiy is greater than 3, Modified by: valid1 2016-11-01 17:32:58 UTC 0400
Plaase update the value ance further information
is available.
§ so00e Baseline : Form 2 Pulse beats/minute : (Missing) New, in report and sent)
Modified by: valid| 20090415 15:20:24 UTC 0400
§ oo Baseline : Form 4, Pg 1 Missing Page ing {New, in report and sent
Modified by: valig] 2016 11.06 20:42:35 UTC 0400
M Screaning Vists : Form 1 Screen 1: Reading 1 systolic = 107 (inconsistent Outstanding (New, n report and sent
Detail: This value s inconsistent with all other Modified by: valid 2016-11-01 17:38:40 UTC-0400
Plae supisin
] s T Month Follow up ‘Overdue Visit Outstanding (New, in report and sent)
Modified by: valid 2016-11-06 20:42:35 UTC-0400
§ o007 2 Month Follow-up Overdue Visit Qutstanding (New, in report and sent)
Modified by: valig] 20161106 20:42:35 UTC 0400
§ ssoor 3 Month Follow-up Overdue Visit Outstanding (New, in report and sent)
Modified by: valid 20161106 20:42:35 UTC 0400
99007 Study Termination Overdue Visit = report and sent

Select an item, press Enter, or double-click it o toggle expanding and coliapsing |

0161106 20:42:35 UTC 0400

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.
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T oresplors[ste_monitor@explore iscover.com] Accept
Fle  Edt  View  select  Show

99007 1 0f 5 task records ]

99 Hospital 99

Retun

ance Test Study - Task By Database Status

- o
Subject  Visit  Plate  Field  Window  Help
BRRRRRRLLLrrrrrrererrrrrnl
DataF ax #254 Pate 4001 Visit #00(
Nomper [ 990 0 7 Iniiate. [<FC_
F M L

BLOOD PRESSURE SCREENING VISITS

Age [e6] yoars Sex ® g Race ® Caucasia
O Female o] American

systolic diastolic
Seroan1:  Date [23/04/16 | S— JACT R—
dy wodh gear
Roacing2: 1721 J098] g
Reacing3: (172 | Jlose ] mmig
systolic diastolic

Screen2:  Dae 25

Reading 1: [180 JACT —

year
Reading2: (169 /lose mmkg
P T p—
Eligibility Criteria Yos Mo
Modified: ol 2016 1101 17:3840 .
Age 1679 years old. ® o]
Reason for Data Value + 1
2. Male, or if female, not pregnant and using a reliabie contraceptive method.  ® o
—
3. Taking biood pressure medication. o ®
1
N ®

7. Select > [Reply to Query|or click * Jin the dialog, enter Systolic reading was entered incorrectly. It should be 170. in the New Reply field.

| & Drexplore - Reply to Query

X

Field [Screen 1: Reading 1 systolic |

Reported Value 107

Category Inconsistent
Detail

explain.

This value is inconsistent with all other BP readings. Please

| New Reply

Systolic reading was entered incarrectly. It should be 170

Cancel

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 + | %

Category:
Detail: Thi
BP readings. Please explain.

Note: (none)

Reply: site. moniter 2026 05 20 22:14:47
UTC-04:00

Systelic reading was entered incorrectly. It

Inconsistent (external, clarification)
value is inconsistent with all other

9. Click

10. Select

|| to save the current page and the query reply to the database.

> [Exit] to close and exit DFexplore.

Add an Electronic Signature (eSign) to a set of completed subject records

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 or SMS as previously defined.
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D Drexplore - DFdiscover Data Management

WolleXplore o bsiress e sn

Drdiscover Server

& explore dfdiscover.com -

Usemame

site_invest

Password

Please enter the security code that we just sent you

Send New Code

7 or B

Welcome to explore.dfdiscover.com

NOTE: Refer to “Creating user accounts and assigning study permissions.” as a valid email address or phone number is required for site_invest to receive 2FA codes.

3. Select > , click Background Options to expand the preferences. Click Color > to apply the changes.

B Drexplore [site_invest@explore.dfdiscover.com] Acceptance Test Study - All Records = o x
Fle  Edt  View  Select  Show  Subject  Vist  Plate  Field  Window  Help

I— | T

25109 riospia 199
[
& 99002
& ¢o003
1 5004

12 99007

Query

Reasn for Data Value

5o

Missing Value

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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T OFexplore it invest@explore.idiscover.com) Acceptance Test Study - All Racords
Fle  Edt  View  Select  Show  Subject Vit  Plate  Field  Window  Help
DataFax #254 Pate #007
12 5500
Patient Patient Final Visit
18 99002 Number | 9 9 0 0 3 Initials Date /[
T F oMot oy month  year

STUDY TERMINATION

1. Did the patiant complete the entire 16 week study?

O ves

O no — why? Intolerable sice effacts

X Lack of biood pressure resporse
Unwwiling 1o return for fellow-up vists
Moved away

] Non-compliant with study medicatior

Other, specify:

dsy  month  year
Query . T

3. 1 have reviewed all data recorded on the study case report form (CRF). and certify that it is accurate and complete.

Investigator’s Signature X pate |/ /
dy month  year
Reason for Data Value blank l
o= =
issing Volue Loga valves s 30
6. Click anywhere in the screen background to begin data entry. Enter the form data as shown below:
1B DFexplore [sito_invest@explore didiscover.com] Acceptance Test Study - All Records. o x
Fle  Edt  View  Select  Show  Subject Vst Pate  Feld  Widow  Help
99003 2 o 5
= fenirrrrrroenn
> Hospital #99 DataFax #254 Plate #007 30
1.2 9900
2 59002 e . [EoEcEORR et vz Fine=" [08/06/16
e F o day  month  your
STUDY TERMINATION
1. Did he patent commpiate the entire 16 woek study?
O ves
® nvo > why? Intolerable sice effects
2 5901
i 9900 Lack of biood pressure response
Unwilling 1o return for follow-up visits
Moved away
Non-compiantwith study medicator
V] Other. specify: Withdrew informed consent
2. Last dose of study medicalion was taken on |/ / or Uninowr
Query v +
3. | have reviewed all data recorded on the study case report form (CRF ). and certify that it is accurate and complete.
Investigator’s Signature X pate |/ /
dy month  year
Reason for Data Value + blank l
m(0-= 1] Final Incomplete Pending |

Missing Vslue

7. Press

Press attempt to enter any name in the Investigator's Signature field.

8. Press
Time ) to make the save buttons active.

9. Click || to save and eSign the STUDY TERMINATION form.

| i@ Drexplore - 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 username and password:

Username  site_invest

|
Password  ees

Sign Cancel Do not sign

0 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.

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

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

n| to apply the electronic signature to the current STUDY TERMINATION page.

completed subject records.” . Click
11. In the DFexplore - eSignature Reason dialog select Approved from the dropdown, click [OKJ.
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Fexplore [site_invest@explore.difdiscover.com] Acceptance Test Stucly - All Records

BIRRRRRRLLLLT I NN
P woes]  wRE]

0: Sereening Vit STUDY TERMINATION
T Form 1

’ 1. Didthe patient complate the entire 16 week study?

O ves

® o > why? Intolerable sice effacts

8 as007
& 500 Lack of biood pressure response
Unwwiling 1o return for fellow-up vists
Moved away
] Non-compliant with study medicatior
o Other, specify: Withdrew informed consent
day  menth  year
Query +

3. 1 have reviewed all data recorded on the study case report form (CRF), and certi

Investigator's Signature _ site_investigator

Reason fo Data Value Approved -

Missing Value Last Save: 2026.05-20 14:34:29 UTC 0400

Legal values are: 30

- o
Gate- " [08/06/16
day  month  year
9 Urknowr
fy that it is accurate and complete.
Date [20/05/26 |
day month  year
14:34:29
|E

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.

B DFexplore [ite_monitor@explore didiscover.com] Accapiance Test Stucy - All Records = = |
File  Edit  View  Select  Show  Subject Vit  Pate  Feld  Window  Hep |
B Rsita99 - Hospital £99 DataFax #254 Plate 2007 30
12 se001
Patient i Patient i i
P [(o90 08 e xvz Final Yisit [08/06/16
5 ' day  month  year
0: Screening Visits. STUDY TERMINATION
Did the patient complete the entire 16 week study?
O Yes
® no — why? D Inolerable side effects
Lack of bioad pressure response
Unwilling to return for follow-up visits
] Moved away
Non-com, study medicatior
] Other, specify: \Withdrew informed consent
Switch to List View 2. Last dose of study medicaiton was taken on |/ / or ¥ urknown
day year
Query +
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_investigator Date [20/05/26
dsy  month  year
Resson for Cata Value + Approved - 14:34:29
|ED

Missing Value 6-05-20 143429 UTC 0400

4. Click 2. Last dose of study medication was taken on field. Selec
o Category = Monitor
o Use = External
o Type = Clarification

o Status = New query

d| > [Add Query] or click * to open the Add Query dialog

o Enter Investigator to confirm last dose taken with subject during clinic visit. in the Note field.

5. Click to apply the query.

6. Press

DFdiscover 5.11.0

to advance to the Unknown field. Un-check (disable) the checkbox.

Acceptance Test Manual

. In the dialog, set:
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B OFexplore [site_monitor@explore diciscover.com] Accaptance Test Stucl - All Records
e B Vew  Sext  Shw  Subjen  VER  Pae  Fed  Widow  Hep
= I AR RARENEEEEEE ]| =)
DatoFax #254 Plate 5007 [30]
Py, T (99003 s Xz Firsate™" 0806716
K Fow day your

STUDY TERMINATION

0: Sereening Visite

Intolerable sice efiects.
Lack of blood pressure resporse

30 : Study Termination

Unwiling to return for follow-up visits

Moved a

Nar-compliant with study medication

) otwer, specify: Withdrew informed consent

(@

Switeh to Lst View 2. Last dose of study medicaiton was taken or or [ urknown
asymonth  yesr
. B+
3. 1 navo roviowod all data recorded on tho stucy €asa rapart form (CR), and coriy ha 5 accurato and compioto
Investigator's Signature  Site_investigator Date 20/05/26
day  moatn  yoar
Reason fr Data Ve e [Avproved i 143429
mi1-=1] I Pending
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 .

—
—y

B OFexplors [ste_invest@esploredidiscorercom) Acceptance Tes Study - Al Records

File Edit View Select Show  Subject  Visit Plate Field  Window Help

DataFax #254 Plate #007

Patient Patient [ -

Number | 9 9 0 0 3 Initials X7
F

STUDY TERMINATION

Fine=" [08/06/16

ML day  month  year

1. Did the patient complete the entire 16 week stucy?
O ves
® nvo — why? O intoerable sice effacts
Lack of biood pressure response
Unwilling 1o return for follow-up visits
Moved away
Non-compliant wih study medicator
™ other. 5 v:
Ot Withdrew informed consent
e 2. L4 or Unknowr
day  menth  year
Query - El+
3. | have reviewed all data recorded on the study case report form (CRF ). and certify that it is accurate and complete.
Investigator's Signature i pate |/ /
day  month  year
blank -

Reason for Data Value

mi1—+1)

Last Save: 2026-05-20 143606 UTC 0400 Legal values are: 30

Missing Vslue

. Double-click 30 : Study Termination . Select 7: Form 7 to open the STUDY TERMINATION form.

12. Press to advance to 2. Last dose of study medication was taken on field. Selec

> [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 5.11.0
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13.
14.

15.

16.

17.

18.

19.

@ DFexplore - Edit Query X

Site: 99, Subject: 99003, Visit: Study Termination, Page: Form 7

Field 2. Last dose of study medication: Date

Reported Value

Category M Use  External v
Status > ﬂ Resclved corrected Type Clarification
Detail
Note Confirmed date of last medication dose verbally with subject during clinic visit]
Created site_monitor 2026-05-20 14:36:06 UTC-04:00 |
Modified site_invest 2026-05-20 14:37:19 UTC-04:00

| Resclved site_invest 2026-05-20 14:37:19 UTC-04:00

| oK Cancel

Click to close the dialog.
Enter the 2. Last dose of study medication was taken on date as 02/06/16 .

Press

Press attempt to enter any name in the Investigator's Signature field.

Press
Time) to make the save buttons active.

Click || to save and eSign the STUDY TERMINATION form.
| i Drexplore - 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 username and password:
Username
|
Password
Cancel Do not sign

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.

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

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

In the DFexplore - eSignature Reason dialog select Reviewed from the dropdown, click .

B OFexplore [site._invest@exploredidiscover.com] Acceptance Test Study - All Recards
99003 - 2 of 2 3
e L

e (T9003] e bw " wners ]

STUDY TERMINATION

niire 16 week stucy?

® o > why? Intolerable sice effacts
Lack of biood pressure response
Unwwiling 1o return for fellow-up vists
Moved away
] Non-compliant with study medicatior

o Other, specify: Withdrew informed consent

St G 2. Last dose of study medicalton was taken on (02/06/16 or Urknowr
day year
Query . 5
3. | have reviewed all ata recorded on the study case report form (CRF), and cerfy that it is accurate and complete.
Investigator's Signature _ Site_investigator . Date [20/05/26
day  month  yoar
Reason for Data Value Reviewed 1 14:38:11
mi1—=1]
0520 143811 UTC 0400 Legal values are: 30

Missing Value

to apply the electronic signature to the current STUDY TERMINATION page.
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20.
21.

Examine the 4 eSignature fields at the bottom of the page.

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

Overview

Prerequisites:

» Completion of module 1 of Acceptance Test Kit
« User accounts and roles:

o datafax : Unrestricted
o site_monitor : site_monitor
o data_coordinator : data_coordinator

o Email address configured for site_monitor

(Optional) SMS or email 2-factor authentication configuration for data_coordinator

NOTE: For configuration of 2-factor authentication, see Module 1(Installation & Initialization) test step 6 for details on configuring accounts with 2-factor authentication

Client Tools Used: DFATK, DFexplore, DFsend

Purpose: This module tests the resolution and update of queries in DFexplore from CRF images submitted through DFsend.

Tests & Requirements

1.

10.
11.

Submit PDF images to DFdiscover.

. Verify that all CRFs have arrived successfully in Image view.

. 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.

. Enter Form 2, Subject 99004, resolve outstanding queries, and save the corrected CRF to the database.
. 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.

Review, correct and approve a pending query reply for Form 1, Subject 99007.

Confirm query resolution by examining the database status.

Estimate of Time Required: 30 Minutes

Begin Module 14. Re-submitting Query Corrections

1.

2.

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

2.

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

Start DFsend, login as user site_monitor as described in “How to start DFsend”.
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DFsend [site_monitor@explore.dfdiscover.com] = (5] X
File Help
File Name Status Add..
C:/Users/TestUser/Desktop/ATK Resources/QC._corrections.pdf PR
A =Y
R
e
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

DFsend - Verify Password >4

, enter site_monitor in the Username field and the previously assigned password in the Password field. Click .

A password is required to send PDFs.

Username  site monitor

Password  eesssssss)

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

DFsend - Send PDFs to DFdiscover b4 |

o Total 1 PDF files

1 success

0 failure

6. Click [Show Log| to confirm successful transmission of the QC_corrections.pdf file to DFdiscover.

— S— S
DFsend [site_monitor@explore didiscover.com] — B X
File Help
File Name Status Add..
Remove
A o =l
. o " Ca -] =
Drop PDFs here wisp |3
Send
Hide Log
Send Log Total: 5 Sent: 5 Clear Log.. Export Log,...
File Name Status Send Date &
v YUsers/TestUser/Desktop/ATK Resources/QC carrections.pdf sent 2026-05-20 14:39:45
v CyUsers/TestUser/Desktop/ATK Resources/ID9%002-module10.pdf sent 2026-05-20 13:05:39
v YUsers/TestUser/Desktop/ATK Rescurces/ID3%002 pdf sent 2026-05-14 13:17:19
v Cy/Users/TestUser/Desktop/ATK Rescurces/|D9%006.pdf sent _
v CiUsers/TestUser/Desktop/ATK Rescurces/Welcome Fax.pdf sent 2026-05-11 14:06:57
7. Select

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”

.
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NOTE: If data_coordinator has been set up for 2-factor authentication with Azure SMS, you may need to wait for a 1-time code to arrive at the phone number as defined in

DFadmin.

2. Select > [Preferences]. In the Preferences dialog, click K2 from Image View section. Select (enable) When the revised record is saved. Click [OK to save and close the
Preferences dialog.
1 Oresplore - Preferences x

(O use subject alias

Defoultviewis  Data
Auto logaut after | 5 2| minutes of inactivity
Language default v
e e e

@ Display st paga whon a it s 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

isplay date picker for current date field

() Auto text alignment for number, date, and time fields
0 Display metadita editor panel

CRF background color

e [D

Custom color +

> Query Defaults

[ )
(color QO black O white ) color ‘

CRF Type Default

oK Cancal

3. Select > [Status]. Examine the information displayed for the Images awaiting review in Image Queue, Data Records and Queries tables.

) Crexpiore [data_coordinator@explore didiscover.com] Acceptance Test Study - Status =G
Fle Bt Vew  Widow  Hep
Images swaiting review in Image Queve| 5
site | Refresh
T Clear
B osRecoras Queries Roasons
| 2 2 24 2 3 s o o
Level 22 2 2 ¥ 6
Level 3:3 2 2 2 [J 8
e~ 2 2 . l 2 i . 1 w0 "
Loveis:5
Lol
| | . ] » 3 s i g s ] s
Bl cophics O byievel O bysisws
Level 7:1 | NI B 5 [ ,;
Level 2:2 | I L
Lovel 3:3 | I
Leve .4 -
Lovel:5
Lol 77
B suoyven
1t ot [ i 202505 2 140035
Last refresh: 2026 05 20 14:40:55 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]

o Check (enable) Enable Edit Checks

in the resulting Automatic Retrieval dialog set:

o Save level = 1 - Level 1
o Select = document

o By Age = oldest

o Quantity = 10
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@ DFexplore - Automatic Retrieval %

5 images for selection, 0 in use

Save Level 1 - Level 1 v Enable edit checks
Select O document (O page () plate
ByAge O oldest O newest
Quantity 10 + | documents
Repeat

2. Click to bring forward all new images awaiting data entry.

I3 DFespiore [data_coordinator@esplore didiscovercom| Acceptance Test Study - Image

File Edit  View  Select  Plate Field  Window Help

Tofs

pRrrrrrerterrrrren
Timber [0 9002 T Entry Date [06/03/97
7 r=

ML month  year

DataFax #254

PATIENT ENTRY FORM
Randomization

Provided the patient
andom medication code

Medication Code#: 2243

Give the patient eie botle of study medication fiom the medication Kit with this code numbe

eligibiliy criteria, call the randomization ho line ((905) 999-8888) for this patient's

Medical Examination

 JLLAR L IR EERE INREREEREE |
DataFax #254 Plate #002 Visit #001
mime (A[E]€] Entry Date
Ear or

Patient
Number 919
F mont_year

Next Set

Query

PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 39-8388) for this patient's
random medication code number.

Medication Code #:
Reason for Data Value
Give the patient gne battie of study medication from the medication kit with this code number.

Missing Value First 2 bones = center number

Enter Form 2, Subject 99001, resolve outstanding queries, and save the corrected CRF to the database

-

. 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 the Patient

Number field, verify that the correct Subject 99001 is displayed. If the Patient Number is incorrect, correct it by selecting > [Change Barcodel, specify a Subject of 99001.

Click [OK]. Press to exit the field.

I3 DFespiore [data_coordinator@esplore didiscovercom| Acceptance Test Study - Image

File  Edit  View  Select  Plate  Feld  Window  Help
= LI LL NN IR |
DataFax #254 Plate #002 Vit #001
Rimies i ity Dato (0603797
FoMoL day  month  yeor

PATIENT ENTRY FORM
Randomization

Provided e patient
andom medication ¢

Medication Code#: 2243

Give the patient eie botle of study medication fiom the medication Kit with this code numbe

‘a, eall the randomization het line ((905) 999-8888) for this patient’s

Medical Examination

 JLLAR L IR EERE INREREEREE |
oo Voot

DataFax #254 Plate
I EIE] e Entry Date
T e

Previous Set Next Set

Query

PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 39-8388) for this patient's
random medication code number.

Medication Code #:

Reszon for Dats Value
Give the patient gng battie of study medication from the medication kit with this code number.

|

Missing Value First 2 bones = center number

examples throughout this module.

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

2. Click to load the data from the existing subject 99001, PATIENT ENTRY FORM.
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| @ DFexplore - Duplicate Record 5

A record with these keys already exists:
5ubic(t: 99001, Visit: 1, Plate: 2

Last Save: 2025-04-11 12:42:05 UTC-04:00

OK to load this record?

Cancel

. 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, cc + (% | =

Category: Missing (external, correction)

Detail: (none)

Note: (nane)

Status: Resolved corrected

Created: valid1 2009-04-15 15:08:54 UTC-04:00
ified: valid1 2009-04-15 15:08:54 UTC-04:00

data_coordinator 2026-05-20 22:44:49

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 [F to save the corrected page.

| @ DrFexplore - Review Images

X
Window  Image ID Type Arrival Status Sender Primary
Fix Keys
Delete
Reset
DataFax #254 Plate #002 Visit #001
Number Initials .E Entry Date EE =
F M L day montt
PATIENT ENTRY FORM
Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this pati
random medication code number.

Code #: 1]1]4]3

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

Cance!

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.
@ e T o e o x|
2ors
ERERL LT reererrrrrrn
e LY
Tommer (99 00 2] ity Entry Dato 2001716
F M L day  month  year
PATIENT ENTRY FORM
e —
Provided the patient meets al iGibility criteria, call the randomization hot line ((905) 999-8888) for this patient’s
Medication Code #: 1234
Give the patient one bottle of study medication fram the medication kit with this code numbe:
Medical Examination
DataFax # 254 Plate # 002 Sequence # 001
o e Eniry Date [oT1]
o o e e
s PATIENT ENTRY FORM
Randomization
Providet the patont masts il aigibiky crtais,cal he randomizaton ht fna ((905) 99-8888) for tispatients
random medication code number.
Madication Code #: n
s on o Dt Voot Give the patient one bottle of study medication from the medication it with this code number.
Medical Examination
e
= ol
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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.

= =i

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 to exit the field.

[ {8 DFexplore - Duplicate Record ®

A record with these keys already exists:
Subject: 95002, Visit: 1, Plate: 2

Last Save: 2025-04-11 12:42:19 UTC-04:00

OK te load this record?

2. Click [OK] to load the data from the existing Subject 99002, PATIENT ENTRY FORM.

B Dresplors [da: arice Test Study - Image 0D x

ordinator@explore.didiscover.com

File Edit  View  Select  Plate Field  Window Help |

Provided the patient meets all eligibility criteria, call the randamization hot line ((305) 999-8888) for this patient’s
andom medication code num be:

Medication Code #: (1234
Give the patient ene botle of study medication fiom the medication kit with this code numbe

Medical Examination

Date of Birth (2"
your
W or [1645 s

Provided the patient meets all eligibllity criteria, call the randomization hot line ((805) 899-8888) for this patient's
random medication code number

e \il o = Medication Code #: n

Give the patient gne bottie of study medication from the medication kit with this code number.

Medical Examination

day " -

month ~ year T

Reason for Data Value

Mizsing Value

3. Press 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 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 > [Edit Query] or click * .

@ Drexplore - Edit Query X

Site: 99, Subject: 93002, Visit: Baseline, Page: Form 2

Field Date of Birth {dd/mm/yyyy)

Reported Value 05/12/1949

Category Inconsistent Use  External w
Status b ||| Resolved corrected Type Correction
Detail 8irth date does not match age on Form 1

| =
Note

| Created valid1 2016-10-27 13:57:26 UTC-04:00

| Modified data coordinator 2026-05-20 14:44:57 UTC-04:00
Resclved data_coordinator 2026-05-20 14:44:57 UTC 04:00

| 0K Cancel

5. Select Resolved corrected from the Status pull-down. Click to apply the change to the query status. Examine the Query window.
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Query Inconsistent (extern: + %=

Category: Inconsistent (external, correction)
Detail: Birth date does not match age on Form 1
Note: (none)

Status: Resolved corrected

. 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.

| €2 DFexplore - Review Images

Window  Image ID Type Arrival Status Sender Primary

Reset

annnReniirirrrrmerrrrrrrrnl

DataFax # 254 Plate # 002 Sequence # 001
iiars Entry Date
F day

M L maontf
PATIENT ENTRY FORM

Patient
Number

Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this pati
random medication code number.

Code #: ! 213 4

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

split No v Apply Cancel

. 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 [C || to close the Review Images dialog.

@ DFexplore [data coordinator @explore.didisce

|
Test Study - Image

=] X
Fie Bt View  Seet  Pate  Fi Window  Help |
sars
(JARAR R RN EEEE BN
DataFax #254 Plate #004
Patient Patient Medications
Numbor 9 9 0 0 4 Tntiale Page number (1] of [1]
L
CURRENT MEDICATIONS
List any mecications (prescribed and non-prescribed) which the patient is currently taking.
If None, put an X in this box. V]
Total Dose Start Date or
Drug Name PorDay(mg)  Durswion of Use Indication

. 11 [ J

P [ [ J

#004

DataFax # 254 Plate
Nemoae o Pedieatons, [1] o (01

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

Reason for Data Value 1

Missing Value

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.

DFdiscover 5.11.0 Acceptance Test Manual Page 188 of 313



@ Drexplore [data coordinator@explore.didiscover com Acceptance Test Study - Image o x

File Edit View Select Plate Field ‘Window Help ‘
e —— ERRRNNRLLLL T Rrrerrrrrrn
2 e | Ve e DataFax #254 Plate #002 v 1
o, pater erey ot 0GT

PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibilty criteria, call the randomization hot line ((905) 999-8888) for this patient’s
randem meication code num ber

Medication Code #: 9876

Give the patient ane bottle of study medication from the medication Kit with this coe number,

Medical Examination

(AR IR INNEERENEN |

. . Datafax #254 Flate s002 Sequence %001
previous Set Next Set
Patient Patient
N s ntry Date [6]
F ML day  month year

auen S
X PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 39-8388) for this patient's
random medication code number.

Mactcation code s: [ 2 8] 716]

Give the patient gne battie of study medication from the medication kit with this code number.

Reason for Data Value

Missing Value First 2 bouas = 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 - to exit
the field.

) DFexplore [Hato_coordinator@explore.didiscovercom] Acceptance Test Study - Image o x|
ERRRRRRL LTI rmrrrrrrrrrn
i DataFax #254 Plate #002 1
. . et ey Date 03706797
PATIENT ENTRY FORM
Randomization
Provided the patient meets all eligibility criteria. call the randomization hot line ((905) 999-8888) for this patient’s

Medication Code #: 9876

Give the patient gne bottle of study medication fiom the medication kit with this code number.

Medical Examination

(AR IR INREERENEN |
DataF 54
=

day  month

Flate w002 P
Patient
s L] R[8] Entry Date
Fw L

PATIENT ENTRY FORM

Previous Set Next Set
Patient

Randomization

Pravided the patient meets all eligibility criteria, call the randomization hot line ((905) 899-8888) for this patient’s
random medication code number.

Medication Code #: 9] 8] 7[6]

Give the patient one battie of study medication from the medication kit with this code number.

Reason for Data Value

Missing Value First 2 boxes = center number

2. Click to load the data from the existing Subject 99004, PATIENT ENTRY FORM.

| @ DFexplore - Duplicate Record %

A record with these keys already exists:
Subject: 93004, Visit: 1, Plate: 2

Last Save: 2025-04-11 12:42:27 UTC-04:00

OK to load this record?

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 assigned by edit checks. Stop
when the queried Pulse field becomes the current field. Examine the details in the Query window.

4. 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.
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Test Study - Image o x

1 Drexplore [0 or @explore dfdiscover.com] A

File Edit  View  Select  Plate Fiel Window Help

a0fs jay  month  year

Weight 10673 kg or [1484 bs

Height 168 om or (0661 in

Pulse beats/minute

Smoking Status O Never smoked Exercise® O Nore. or <1 time/week
® Exsmoker
O smokes cigareties o

O simokes pipweigars o

* aerobic exercise for at least 20 minutes

day  month  year

Weight 6 m kg or ’—‘ Ibs
Heigh a o LTI

Pulse beats/minute
L or0a/09
Smoking Status [ Never smoked Exercise* [ None, or < ime/week
B4 Ex-smoker [ 12 imesivook
O smokes cigarettes O 3-4 imesieek
[ smokes pipeccigars O >4 umesieen

* aerabic exercise for at least 20 minutes

Pending 1 |

Legal values are: 30.90

Missing Value

5. 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.

6. 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.

| €2 DFexplore - Review Images %

Window  Image ID Type Arrival Status Ser Primary

Reset

DataFax #254 Plate #002 Sequence #001
i e (T[] 3] Entry Date [o] €
F M L day montt

PATIENT ENTRY FORM

Randomization

Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this pati
random medication code number.

Code #: 9 817 6

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

. xamination

split No v Cancel

Select and resolve a query in a field that has multiple queries

1. 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 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.

@ Drexplore - Duplicate Record *

A record with these keys already exists:
Subject: 95002, Visit: 1011, Plate: @

Last Save: 2016-11-01 17:32:58 UTC-04:00

OK te load this record?

OK Cancel

2. Click to load the data from the existing Subject 99002, ADVERSE EVENT REPORT FORM.
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®

Fexplore [data coordinator@explore.didiscover.com] Acceptance Test Study - Image

o X
File Edit View Select Plate Field ‘Window Help
sots
[ TTTRRLIRRRRRE I |
Subject  Visit DataFax #254 Plate #009
Patient Patient Adverse Event
Number | 9 9 0 0 2 | Initials JAM ReportNo. |01
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Evont start Dato Intonsity  Rolationshipto  Actions) Outcomo 1 This A
gsy  month  yoar Study Drug Taken Serious Event?
T OO o O ves ® no
Description | a A
2. CHANGES
During the study. use wm ta record all changes in dverse Event u resalved or the study ends for
Monitor immediately.
DataFax #254 Plate #009
Patient atient Adverse Ever
umber Initials Report No.
T
e . E=
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
e paac Sty “Taken Serious Event?
E )i S 1] Qs & o
Reason for Data Value Description Nausea and vomiting
ek AESEQNUM2
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
Fax all additions to this form immediately. and if the above event is serious, call the Clinical Safety
ediately.
T [ e [

Number AEs sequentially

4.
Query Monitor (external, &« + %] —[*
Category: Monitor (external, cerrection)
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 protocal.
Please review.
Note: (none)
Status: Outstanding (New, in report and sent)

5. Select

@ Drexplore - Edit Query

Enter the correct value 2 for Intensity field per the CRF image. Examine the details in the Query window.

> [Edit Query| or click * . Choose Resolved corrected from the Status pull-down. Click

X |
Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011
| Field DESCRIPTION: Intensity
| Reported Value 4
Category Monitor v Use External v
Status » || Resclved corrected Type Corection
| Detail

answered ‘Ne'. This is inconsistent with the study protocol. Please review.

The severity intensity is greater than 3, but the question 'Is This A Serious Event? is

Note

| Created valid1 2016-11-01 17:44:59 UTC-04:00

| Modified data coordinator 2026 0520 14:49:17 UTC 04:00
Resclved data coordinator 2026-05-20 14:49:17 UTC-04:00

Query Clinical QC (external > +{ %=

Category: Clinical QC [external, correction)

Detail: This severity intensity is greater than 3. Please
update the value once further information is available.
Note: (nane)

Status: Qutstanding (New, in report and sent)

Created: valid1 2016-10-30 14:02:08 UTC-04:00
Modified: valid1 2016-11-01 17:32:58 UTC-04:00

7. Select

DFdiscover 5.11.0

Cancel

> [Edit Query] or click * in the dialog, choose Resolved corrected from the Status pull-down. Click

Acceptance Test Manual

to apply the edits.

. 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.

. 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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@ Drexplore - Edit Query 5

Site: 99, Subject: 99002, Visit: Adverse Event 1 Page 1, Page: Form 9, AE Report 011

| Field DESCRIPTION: Intensity

| Reported Value 4

Category Clinica # Use External v
Status > ﬂ Resclved corrected Type Correction ~
| Detail This severity intensity is greater than 3. Please update the value once further

information is available.

Note
| Created valid1 2016-10-30 14:09:08 UTC-04:.00
1 Meodified data_coordinator 2026-05-20 14:49:47 UTC 04:00 ;
Resclved data coordinator 2026-05-20 14:49:47 UTC-04:00
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 | to close the DFlookup:aecodes dialog.

@ DFexplore - DFlockup: aecodes X

Search terms @

| entries with (O) ANY @) ALL (O) OMLY search terms in the following fields

Lookup Fields Current Selection
|@ Acronym (INCR GAS) FLATULENCE
| O Result FLATULENCE 428 DIGESTIVE 3

Find Previous Filter Reset

Acronym Result

(INCR GAS) FLATULENCE

| 4-55TOOLS A DAY

ABD BLOATING SENSATION
i ABD BLOATING
ABD CRAMPING
| ABD CRAMPS
ABD DISCOMFORT

ABD DISTENSION

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,831,B0DY AS A WHC

ABDOMEN ENLARGED,1,B0DY AS A Wi

Cancel

. 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.

| €0 DFexplore - Review Images

Window  Image ID

Type Arrival

Status Sender

Reset

Patient
| Number

Description

Event Start Date
day month

year

Nausea and vomiting

Plate #009

Patient
Initials

F M L

ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT

DataFax #254

Intensity Relationship to
Study Drug

A2
1.5.10/27/18

Adverse Event
ReportNo. [0 ]1

Eveni

No.
Action(s)  Outcome Is”
Taken Seriot
I:”:l O ves

2. CHANGES

the study, use this form to record all changes in this Adverse Event until it is resolved or the study
ient. Fax all additions to this form immediately, and if the above event is serious, call the Clinical Sal

DFdiscover 5.11.0

Split No

Apply Cancel
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Review and approve a pending query reply for Form 1 for Subject 99002

1. Select [View] > [Queries).

@ DFexplore - Confirm

o Release all images and continue?

Cancel

2. Click [OK] 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.

File  View Show Query  Window Help

Site/ Subject Visit: Page Field :Cate
.

et (Error

Hospital #1

@ Drexplore [data coordinator@explore.didiscover.com] Acceptance Test Study - All Records

Site 99 - 3 pending queries modified betws

gery

16-11-07 Hifimm:ss and 20260520 HH:mmss

o

X

v

Horpial 12
> vospl ]
00 Sovering Vi Form T
002 Advrs et 1 age 15 Fom ,AE Report 11
o Vol ad by dte oordinstor 2026 05 20 S8 UTC 0400
o0 Screening Vs Form 1 Pending

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.

11 November 2014

Y30 Sud

201 : Diary Week 01

B Drexplore [data_coordinator@explore didiscover.com] Acceptance Test Study - All Records.

File  Edit  View  Selct  Show  Subject Vit  Plate  Field  Window  Help
99001 - 1 of 16 d 2. Male, o if female, not pregnant and using a reliable contraceptive method. % il
2 —
B2 5t 0 - DFnet (Eror Monitor

05T e oniag 3. Taking biood pressure medication o d
10 - Hospital #1 5
Hospial 12 4. Major sugery of other medical emergency in the past 6 months, o e
9 Hospital 199 ‘ —
5. Patient has signed informed consent and agrees o return for monthly . 5

-« j&sso0t Tollow-up visits 4
ulk. 6. Systolic blood pressure 160-200 mmiig oo pressure ® o
95105 mmMg on Reading 3 al both Scie cen 2 C

Patient is Eligible

Once Completed, Please Fax This Form to (##H)se-e.

51: Medication Log Page |

1011 : Adverse Event

DataFax F254

Return to Queri

Switeh to List

Query  Other (external, +%]-

Reszon for Dats Value

mii—1]

Plate #001

Sequence %000

3

Rmee P B[00 TT] s [aTBI<]

ML

BLOOD PRESSURE SCREENING VISITS

Race P Gaucasion

systolic diastolic
Reading 1; EIEIH mmkg
eading2: L1710 1/ [2T5T8 ] mmsy

P | E——

o0 T

5. Select > [Approve Queries and Reasons| to review all queries and reasons that are present on the current page.

DFdiscover 5.11.0
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@ Drexplore - Approve Queries and Reasons

‘Site: 99, Subject: 99001, Visit: Screening Visits, Plate: Form 1

Field R Category | S

5. Patient has signed informed consent [ | Other _1: Extemal - Pending

Reported Value Yes

Categary Other Use External v Type Clarfication

Detail WWe have not recoivad this pationt's informed consent form: Plasse send it by fax or email without
delay.

Note

valid1 2016-10-07 13:47:03 UTC-04:00

Reply Informed consent was sent to study coordinator by email on March 2+

valid1 2016-11-07 08:15:39 UTC-04:00
| status P || pending

vert Done |

6. Choose Resolved corrected from the Status pull-down. Enter Signed informed consent was received March 20, 2009. in the Note field.

@ Drexplore - Approve Queries and Reasons

‘Site: 99, Subject: 99001, Visit: Screening Visits, Plate: Form 1

Field Reason Category | Status.

E. Patient has signed informed consent | | Other _*1:Extemal - Resolved corrected

Reported Value Yes

er Use External v Type Clarfication

Category

Detail Ne have not received this patient's med consent form. Please send it by fax or email w
delay.

Note Signed informed consent was received March 20, 2009
valid! 2016-10-07 13:47.03 UTC-04:00

Reply Informed consent was sent to study coordinator by email on March 20
valid1 2016-11-07 08:15:39 UTC-04:00

| status P || Resolved cor
mi1==1 data coordi 2026-05-29 10:28:50 UTC-04:00

Save Revert  (_Done ]|

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 to save
the data record and query to the database.

9. In the record list window, click Return to Queries View to return to Queries View to process the pending query for Subject 99007.
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Y
B OFexpors [daa_coordinatorGexplore.didiscove com) Acceptance Test Sty - AllRecords

- o x
File  View  Show  Quey  Window  Help
Site 99 -2 pencing queries modified between 2016-11-07 H:mim:ss and 2026 .05-20 Hmmss
i Subject Vst Page Field: Catogory Stotus & Replies
82 500 Dot (Eror

22 site 10 - Hospital #1

20 - Hespital 52

it 99 Hospital 1.

€ Description i= Nausea, 777 and Panding
Modified by: data eordinator

99002 Advarse Event 1 Page 11 Form 9, AE Report 011
e

2026 0520 14:50:16 UTC 0400
fy the word after nausea. The

99007 Screening Viits : Form 1

Pending
Modified by: valid1 20161107 08:18:30 UTC 04:00
BP readings. Please explain Replied by: valic1 2016-11-07 08:18:30 UTC-0400

Reply Text: Systolic reading was entered
incorrectly. It 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.

1 OFexpors [dea_coordinator@ssplore.didiscovercom) Acceptance TestStdy - AllRecords

- o x
Fle  Edt  View  Selet  Show  Subject  Visit  Plate  Fied  Window  Help
7 o]
o =3 BRRRRRNLL LT rrrmrrrrrnnl
i Site 0 - DFnet (Eror Monitor) DataFax #254 Plate #001 Visit #4000

22 s 10 Hospiat 1

Mamber (9 8 007 e [KFC
o
BLOOD PRESSURE SCREENING VISITS

12 99003 age [66]  yoars Sex @ pse Race ® Caucasiar
12 99004 O remate O African American
v & 99007 O asian

O otner, specity:

1: Bazaling

i Sorsont:  Date [23/04/16_] [— JACT —
- Reading 2 J08]

systotie disstolic

wheo] B8] g

Return to Queries View

Sereen2:  Date [25/04/16 ]

dey  month  yesr
mal, carfcation
it vth sl othar 3 (170 /lose ity
11.07 0811830 UTC.04:00 Eligibility Criteria Yes No
ntered incorrectly. It
b 1. Age 16-79 years oid, 7 o
Reason for Data Value + ® o
2. Male, or if fermale, not pregnant and using a refiable contraceptive method.
—_—
3. Taking biood pressure medication o ?
s amjaryoclhes . the past 6 months o ®
4. Major sugery or ather medical emergency In the past 6 months.
JE—
mi1—=1] wl ||
e s (e

2. Select

> [Approve Queries and Reasons]to review all queries and reasons that are present on the current page.
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| @ Drexplore - Approve Queries and Reasons
|
Site: 99, Subject: 99007, Visit: Screaning Visits, Plate: Form 1

Field Category

i Inconsistent__1: External - Pending

Reported Value 107

Category nconsistent Use External v Type Clarfication
Detail This valua ks inconsistent with all other B roedings. Ploase explein.
Note

valid1 2016-11-01 17:38.40 UTC-04:00

entered incorrectly. it should be 170

Reply Systolic reading wa

valid1 2016-11-07 08:18:30 UTC-04:00
Status P || pending

m =1

Reason

Status

Revert Done | |

3. Choose Resolved corrected from the Status pull-down.

; @ Drexplore - Approve Queries and Reasons

‘Site: 99, Subject: 99007, Visit: Screening Visits, Plate: Form 1

Field Reason Category | Stalu

i Inconsistent _*1:External - Resolved corrected

Reported Value 107

Category ncos Use External v Type Clarification
Detail This value is inconsistent with all other BP readings. Please explain.
Note
valid1 2016-11-01 17:38:40 UTC-04:00
Reply Systolic reading was entered incarrectly. It should be 170
valid1 2016-11-07 08:18:30 UTC-04:00
Status P || Resolved comected
mli=1 data coordinator 2026-05-20 14:53:01 UTC-04:00
Status
Previous Save Revert  (__Done ]|

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.
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Select an item, pross Enter, or double clck It10 toggle expanding and collapsing

Confirm query resolution by examining the database status

1. Select > [Status]. Examine the information displayed for the Image Queue, Data Records and Queries tables.

@ Drexplore [dat

B sworves

i [ e 5260520 235

2. 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

Overview

Prerequisites:

o Completion of module 1 of Acceptance Test Kit
« User accounts and roles:

o datafax : Unrestricted

o data_manager : Unrestricted
o Email configured for data_manager

Client Tools Used: DFATK, DFexplore

Purpose: This module tests DFexplore’s ability to export data using the DFsas utility.

Tests & Requirements

DFdiscover 5.11.0 Acceptance Test Manual
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1. Export date values in calender format and save the exported data to a file on the local computer.
. Export date values from the database and save the exported data to a file on the local computer.
. Examining data values according to user-specified criteria.

. Query the database for specific data values.

. Create a DFsas job file according to user-specified criteria.

o o~ 0 N

. Create a SAS job file and data files using the DFsas job file criteria.
7. Compare the contents of SAS data files with the actual data in the database.

Estimate of Time Required: 30 Minutes
Begin Module 15. Data Export and DFsas

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

File Edit Select

Plates & Metadata | Modules

3. Select > [Preferences]. In the dialog, locate the List View panel. Click [E] 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
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[8 orespiore - preferences x

0 se subject aliss
Delautview's  Data

Auto logoutater | 5 2| minutes of inactivty

Language defauit

¥ Data Window

(O txpand al vsts when a subject binder s apen

@ Display first page when a vist is open
(D) Acdvance to nestfek after currant fid s ]
@ Open fist task record when task set i buik
() Warn befors opening next subject when traversing 188k records.
(Gt e
(@ Display date picker for current date field
A ket e e s Ve e Rk
(O Oisplay metadata editor panel
4CRF background color
sEABAE! S

Custom color +

o e e
Display coced fald se' C)'code | Oliball  (Dimb kel

Display date fieldas (O defautt @ calendar (O juiian @ apply imputation rule
Biein) memsclesiant O axirut 00 () ey

@ il col vith il color

O Expand e ks

(@ each report
e O O O

CRE Type Dafsult

e J

| ===y

4. Click to close the dialog.

5. In the main List View window, Plates & Metadata panel, click 011 - Weekly Patient Diary.

003 - Medical History
004 - Current Madieations

005 - Monthly Follow-up form

006 - Patient Evaluation Report
007 - Study Termination
008 - Medicstion Log

008 - Adverse Event Report

020 - Date Log

e e Ronvide
et o

metadista - Mizsed

—
SERRRERILIITT TN
DataFmx 8254 Plate # 011

Study Week 8

D Check this box if you have

1. ome [O18][O13] [PI7]
day  morth  year

Switch to Data View

Query
2 oue: (017 (O3] 7]
day  month  year

Reason for Data Value

2 oue:[0]8] [0]3] [5]7]
day  month  year

11

Missing Value

|

Initials
F M L
WEEKLY PATIENT DIARY
this week.

Took study drug today? (X ves (I e 1 No, why?

mmmml (mmHg)

My energy level tocay: Low SN s High

I
ook sudy drug oday? Xl ves  [INo 1 No, wiy?

My energy level todey: Low Nr— | High

T
Took study drug today? Xl Yes [Ino  1f No, why?

[P psm— 3 2] 1 ) p—

M snarnes boed bndsne 1w 2 [ . iman

Q o

| Legel volues are: 0-3

B D axplors [data,maneger@ sspiore.didiscover.com] Acceptance Test Study - List ~ o

File Edit View Select Show Page Field Window Help

Plates & Metadata | Modules || Custom DFstatust1 DFvalid11 Dfrastert DFstudy 1 DFplatelt DFSEQI  SUBIDOTI ¥ PINITOIE NODIARY DBDATE! DORUGH DWHY DsvsEP1 DDSBP1
fssoonz0011- 1013 1 &= T e I | T i I [ e | =

e e——— I2 o Lovl 1 oots/o0ov0ro 254 n 201 ss004 v8 Unchacked  03/06/1997  Yos 10 o7
002 - Patient Entey Form I3 oo e [ry——r— " B 9006 P [P ooy n w7

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:DDATE?. 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 [Done] to apply the field selection criteria and close the dialog.
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File Edit Window Help |

Tosrarissr [wrosrosn Joaroaroor [oomonssn [romaoor |

(9900120111 - 10f 3

03/06/1997 04

1997 05/06/1997  06/06/1997 0 o7 08

12/06/1998  13/06/1998  14/06/1998  15/06/1998 1

O L L LU L

WEEKLY PATIENT DIARY
l—_-lcl-iﬂ!illnlilvnu" i iary for this week.
= +
Switch to Data View 1. m Took study drug today? Bl Yes [Ino HMNowhy?
year
Wy oo pressurs oday: | 161 2]/ [TTO17] oty
y energy level today: Low S| I s Migh

2. m: Took siudy dugtoday? Xl Yes [INo  1f No, wiy?
™ st estoder (LT T[0T i
My energy level todey:  Low — { High
3 m: Took sy drug today? B Yes CIno WNowhyr
Mmeﬂpnusmulmhy:/ (mmHg)
bttt 17 . ' o

il

Reazon for Data Value

Last Save: 20080415 15:19:09 UTC 0400 First 2 b

Missing Value

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 DDATET 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.

@) Dexplo rce Test Study - All Records - o X
Fle  Edit Subject  Visit  Plate  Field  Window  Help |
99006 13 of 16 3
=— T L L L
Nimber (9 9006 Tniiae. [ANK
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 o  If No, why?
. s peeisn 128 [O5T]  pn
My energy level today: Low ) * g
2. Date: (13/06/98 Took study drug foday? ® Yes O no  IfNo, why?
day  month  yoar
e my ood prossure today: 1711 [ 097] g
CCCLL TN L T —"
Serunto Ve it rodere. [AINTK]
F ML
Query *
= WEEKLY PATIENT DIARY
D Check this box if you have not completed the Patient Diary for this week.
1. oate: [(TT2] [0T6] [OT8] oo sivey sug ocoy? B ves Do 1o wiy?
dsy  month  year
F— . SO s . 1] .1 11
My energy level today: Low t High
2 o Took sy g odey? @ ves Clne o why?
Qay  month  year
My oo eessure todey: L7 11/ -
!
Missing Volue 12-10 13:02:53 UTC-0400 Legal values are: (undefined)

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

1. Select > [Preferences]. In the List View panel, choose julian as the value of Display date field as. Click [OK] to apply the settings and close the dialog. Confirm that the
exported date values are now in julian format.
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T Dexplore [data manager@expiore didiscover.com] Acceptance Tost Study - List = X
Fle  Edt  View  Select  Show  Page  Feld  Window  Help

Plates & Metadota || Modules | Custom | SUBNDOTI ~  DDATE! OATE2  DOATES  DDATE4 DA

99006.201,11] 3013 11 90 6 2450519

2450605 2450606

s 2450608
2450979 2450080 2450081 2450982

l2 99004 603 604

I3 os006 2450076 | 2450977 2450978

001 - Blood Pressure Screening Visits

tion Log

009 - Adverse Event Report

metadata - Missed

CCLULLEIRNNANE L | e

St o Ota View Nrmber et
e WEEKLY PATIENT DIARY
D Check this box if you have not com pleted the Patient Diary for this week.
1. Date: Took study arug tocay? B ves  [Ino 1Mo, why?
— sy i [ TTT2/ OO s
Reason for Data Value e i =
Took study drug today? (] ves  [Ine tNowhy? |
R T i1 1 ] ca x a P
m ) view mode 1
|issing vlue Last Save: 2014-12-10 130253 UTC 0400 Legalvalues are: (undefined)

2. Select > |[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

& Drexplore - Export Data X

Plate: 011 - Weekly Patient Diary

Format o Excel O sV O ‘| delimited

include header as the first record in output file

Output File  C/Users/TestUser/Desktop/module15_dates.xlsx

Open cutput file after export Advanced... |

Save Cancel

to create/write the file and

3. Click [..] next to Output File. Choose a directory in the file selection dialog, enter module15_dates.xIsx as the filename, and click [Save]. Click
close the dialog.
&) Drexplore - Export Data X
Plate: 011 - Weekly Patient Diary

Format o Excel O csv O ' delimited

Include header as the first record in output file

Output File |

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 Z D E F G H
DDATEL DDATE2 DDATE3 DDATE4 DDATES DDATEG DDATE7
99001 2450513 2450514 2450515 2450516 2450517 2450518 2450519
39004 2450602 2450603 2450604 2450605 2450606 2450607 2450608
39006 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| > |Fie|d SeIection]. 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.
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3. Click - to apply the field selection criteria and close the dialog. Examine each of the data fields.

B DFexplore [data_manager@explore.dfdiscover.com) Acceptance Test Study - List = & |
Fle  Edt  View  Select  Show  Page  Feld  Window  Hep
Plates & Metoduta]|_ Modules || Custom suioor + pNmooT  AGE  sex
T s
e & female
xvz 5 me
s o mae
e o |moe
(IR RN IR !
- DataFax #254 Plate %001 Sequerce ¥000
S - BLOOD PRESSURE SCREENING VISITS
age 161 0] yeers Sex [ male Race [ caucasion
Female [ asican american
[ asian
O otter, specity:
e o el
sacont: owe [2]3] [0 [5][217] eacog 1: LLLZ[0]/ 0B T6] s .
day month year |
resdog2: LI L01/[2T2T5 ] oty
n © vewmode i
|issing volue Last Save: 2014-12-10 09:16:51 UTC-04:00 First 2 boxes = center number

4. To search for specific subject data, Select > [Search]. Enter 99003 in the Subject field.

@ Drexplore - Search P
Data Field
Field#
Value (Diegal () missing () blank reguired
or(JJequals () contains
or Query () pending () cutstanding () resolved (O Mateh case
and () external () internal () ilter
and contains N
or Reason ) pending () rejected () approved
T Add to Task
Data Record:
| |status O final (incomplete () pending () missed
Site
| | subject 99003
| Visit
| |Level
Creation
|| Modification
Expression -
O by Program————————— %
Reset Find Done

. Click _ 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.
. Click [Find Next| to locate a 2nd match (if one exists) in the List View table.

. 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 x |

Task Specifications

Mode View ~

Savelevel 1 - Level 1 ~  [) Enable Edit checks

1 data records match the search criteria.
Create new task set?

Yes No

. Click [Yes]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.

Plates & Metadata | Modules Custom SUBNDOOT ¥ PINITOO1 AGE SEx
[99003,0,1] - 3 of § 11 ss00 ABC 50 female
D01 - Blood Pressure Screening Visits 2 a0 Ja = female
002 - Patient Entry Form [ 2 [o9003 xvz 65 male
003 - Medical History [l 4 99004 TRB 70 male
004 - Current Medications I s o9007 KFC 66 male

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
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displayed. Click [Return to List View].

Query the database for specific data values

N =

7.
8.

1.

@ Drexplore - Search

| Reset the data table to show all records
and clear the search criteria?

() Do net show this message again

|

| Reset

Cancel

. Click E] next to the Expression field. The Expression Editor opens.

) DFexplore - Expression Editor X
Page: 007 - Study Termination
Expression
Fieldls Symbols
Field Neme Description Type (
1 1:DFstatus? Record Status choice (label) )
2 2Dfualid? Validation Level choice (label) == equals
3 3DFraster? Image ID string 1= notequal
4 4DFstudy? Study Number number contains
I
5 SDFplate? Plate Number number - not contains
6  6DFSEQT Datafax Sequence Number number = greaterequal
l§
7 7:SUBJID0O7  Patient Number number greater
8 BPINITOO7 Patient Initials string <= less equal
9 GFINALDAT Final Visit Date date
Codes
10 10EXTRICMP  1.Did patient complete entire study? ~ choice (label)
0 missed
11 11EXTRINOT  1.Why? Intolerable side effects check (label) A—
fina
12 12EXTRTNOZ  1.Why? Lack of blood pressure response  check (label) i
2 incomplete
13 13EXTRINO3  1.Why? Unwilling to return for fellowup  check (label) i
3 pending
|| 14 14EXTRINO4  1.Why? Moved away check (label)
15 1SEXTRINOS  1.Why? Non-comppliant with study meds check (label) Unctions
| , 2
16 1GEXTRINOG  1.Why? Other check (label) concatdihis)
| "
17 1ZEXTRIOTH  1.Why? Other, specify string day (o)
| d
18 1SEXENDAT 2. Last dose of study medication: Date  date Sacimsl ()
19 19EXENUNK 2. Last dose of study med: Unknawn check (label) eld o)
Reset OK | Cancel

. 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.
Click 007 - Study Termination to make it the current page. Select > to open the Search dialog.
. Click and in the resulting dialogs to clear all previously specified search criteria.

. For the first part of the query, select 9:FINALDAT from the Fields table. Next, click in the Symbols list. Choose julian from the Functions list. In the Expression field, enter the

date "1997/01/01" (including the quotes). Close the parentheses. To build the second part of the query, click From the Symbols list, followed by field 9:FINALDAT from the

Fields table. Next, click
parentheses. Click [OK].

Expression

S(S:FINALDAT) >= julian("1997/01/017) &8 $(3:FINALDAT) <= julian("1887/06/30)

Click [Find Next| to locate the next match.

Do not continue the search and click to close the Search dialog.

Select

DFdiscover 5.11.0

> [DFsas]. The DFsas dialog opens.

. Click to locate all subjects that have study termination dates that match the specified search expression.

Create a DFsas job file according to user-specified criteria

Acceptance Test Manual

in the Symbols list. Choose julian from the Functions list. In the Expression field, enter the date "1997/06/30" (including the quotes). Close the
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@ Drexplore - DFsas

DFsas 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 X
~Required

SASIOB

RUNDIR

PLATES all

FIELDS ©Q include all () user defined anly
 Opticnal

Date Formats () original () calendar [ string () julian

sting Size @ asis O truncate (O split  max length | 200 :

Field o use name O use alias

e

3. Enter SASJOB = jobfile1. Click RUNDIR [..] to display the file selection dialog. Choose a directory to save "jobfile1" and click [Open].

&) Drexplore - Add DFsas Job *
~Required

SASJOB jobfile1]

RUNDIR C:/Users/TestUser

PLATES all

FIELDS o include all O user defined only
~Optional

Date Formats ) original () calendar [ string () julian

String Size Q) asis O truncate (D 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 [..] 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 [OK]. Choose FIELDS = include all.
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@ Drexplore - Add DFsas Job X

~Required
SASIOB jobfile1
RUNDIR C:/Users/TestUser
PLATES 29
FIELDS © include all () user defined only
~Optienal
Date Formats () original () calendar () string () julian
Striing Size Q) asis O truncate (O split  max length | 200 $
Field o use name O use alias

Cancel

5. In the Optional panel set:
o Check (enable) only calendar for Date Formats
o String Size = as is
o Field = use alias
Click [OK] to create and add jobfile1.
&) Drexplore - DFsas X |
New job jobfile1 has been added.
Detail:

DFsas Job File Creation: File Name = jobfilel, DF Study # = 254
Building Data Retrievals For All Vars on Plates = 2,9

@@ o

6. Click [OK]in the summary confirmation dialog.

D Drexplore - DFsas 'S

DFsas Jobs

Add Delete Run Save Cancel

7. Edit the SUBJECTS global specification in the new jobfile1 by selecting it from DFsas Jobs panel. In the main window, change the text SUBJECTS all to SUBJECTS
99001,99002. This will limit the created SAS data files to subjects 99001 and 99002 only.
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(D Drexplore - DFsas %

DFsas Jobs

Add Delete Run Save Cancel

8. Locate the global specifications for CHECK and CHOICE. Change CHECK codes to CHECK labels and CHOICE codes to CHOICE labels.

(@) Drexplore - DFsas %

DFsas Jobs

Add Delete Run Save Cancel

9. Click to save the changes. In the resulting confirmation dialog, choose replace existing job and click [OK].

) Drexplore - Save Job X

Option:

Q replace existing job
(O save as new job

ox

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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@ Drexplore - DFsas >

The results of this job will be saved to file:
C:/Users/TestUser/jobfilel.zip

Continue - and run this job?

() Force DFsas to include all specified plates
Enforce role permission
() Exclude test only sites

O Use subject alias

[ ok ]  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.

@ Drexplore - DFsas X
|
Results of job jobfile1 have been saved to file:
C:/Users/TestUser/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 > [Al'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.

Plate Field Window Help

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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T Oexplors [data_manager@ explor.dfdscovercom) Acceptance TestStudy - All ecords
Fle Gt View  Select  Show  Subject  Vist  Plte  Feld  Window  Help
e —— IRRRRRRIrrrrerrerrrrrrrrrn
on DataFax #254 Plate #002 Vst #001

pationt Patient [
225w Nambor (9 9 0 01 e [ABC Entry Date (06/03/97
Ssneso FoMoL doy month  year
v & ss001 PATIENT ENTRY FORM

'yl Randomization

Provided the patient m I

eets
random medicaton code n

elgibility criterta, call the rancomizalion hot line ((905) 999-8888) for this patient’s
ber

(JIRRI TN EEREN INRERRREDY |

DataFax #254 Plate #002 Sequence 1001
RO RG] WREEE oo
Y your

PATIENT ENTRY FORM

Randomization

: Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patient's
Switch to List View random medication code number.

o - Medication Code #:

Give the palient ane botile of study medication from the medication kit with this code number.

Medical Examination

Reasn for Data Value

mi1—=1]

Missing Value Last Save: 2014-1210 10:56:40 UTC 0400

>

(&)

the data record.

Compare the values in each field of the data record with those values in the printout of the data file jobfile1.d01.

2

1 DFexplore [data_managerexplore.didiscovercom)] Acceptance Test Study - AllRecords

Fle  Edt  View  Select  Show  Subject Vit Pate  Fleid  Window  Help
002 - 2 of 1 5
v —— IRRRRRRIrrrrerrerrrrrrrrrn
on DataFax #254 Prate #002 Visit#001
e . EoEcEOROE2 oot pam Entry Date (08/01/97
i day  month  year
1R 95001 PATIENT ENTRY FORM
) gy Randomization

™ 0: Seree
I Provided the patient meets all eligibility criteria, call the randomization hot line ((905) 999-8888) for this patient's
random medicaton code number

DataFax #254 Plate 02 Sequence #001

o [ofol 2] i Enry Date
y  month year

F ML
PATIENT ENTRY FORM

Randomization

Provided the patient meels il eligibillty criteria, call the randomization hot ine ((905) 699-8888) for this patient's
Switch to List View random medication code number.

o : Medication Codes: [112]31 4]

Give the patient one botlle of study medication from the medication kit with this code number.

Medical Examination

Reasn for Data Value

.Dhy or L1181 [5] us

mi1—=1]

Missing Value Last Save: 2014-1210 10:59:18 UTC 0400

2

. 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

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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Plate Window Help

innnnRn i rrrernn

DataFax #254 Plate #
Patient . Patient [ Adverse Evont [
Numbor [ 9 9 0 0 1 Intiais. [ABY Reporno. [01] -[1]

ADVERSE EVENT REPORT

1] 1. DESCRIPTION OF ADVERSE EVENT

Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
day  month  year Study Drug Taken Serious Event?
20/03/97 | 1] 2 1] 3 O vos ® o

Description Indigestion and stomach upset

DYSPEPSIA 0325 IGESTIVE
2. CHANGES

adialedy,

DataFox 254 Flate w009
et e B TeTc] “eporno. [t ]-(1}
ke w
ADVERSE EVENT REPORT
1. DESCRIPTION OF ADVERSE EVENT
Event Start Date Intensity  Relationshipto  Action(s)  Outcome Is This A
dey month  year Study Drug Taken Serious Event?
1 N Ovws Eao
Rea Description i and stomach upset
2. CHANGES
During the stody; ss this form to record sif changes in this Adverse Event unti it is resolved or the sty ends for
tis patiant. Fox ail additions to tis form immediately, and If the above sventis serious, cailthe Clinical Safoty
Monitor mmeviately.

8. Compare the values in each field of the data record in DFexplore with those values in the printout of the data file jobfile1.d02.

9. Select > to close DFexplore.
End Module 15. Data Export and DFsas

« Return to the DFATK application. Click to confirm successful completion of Module 15. Data Export and DFsas.

Module 16. PDF File Creation

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit
e User accounts and roles:

o datafax : Unrestricted

o data_manager : Unrestricted

Client Tools Used: DFATK, DFexplore

Purpose: This module tests PDF file creation in DFexplore, including standard, bookmarked, and encrypted CRFs; blank CRFs; and complete subject packages.

Tests & Requirements

1. Retrieve existing data according to user-specified criteria.

2. Saving DFexplore data to a standard PDF document.

3. Saving DFexplore blank CRF books to a standard PDF document.

4. Viewing a standard PDF data file using a PDF viewer application.

5. Saving DFexplore data to an encrypted bookmarked PDF file.

6. Open and view an encrypted bookmarked PDF file using a PDF viewer application.

7. Create a complete subject package PDF file that includes data records, CRF images and audit trail.
8. 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 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 “How to start DFexplore”

2. Select [Select] > By Data Fields|. Set retrieval criteria as follows:

o Mode = Validate
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o Save level =1 - Level 1

o Search = Data

o Subject = 99001,99002

o Level = 1-4

B DFoxplore [data manager@explore.didscover.com) Accey

File Edit View Select Show

ol 30 Study

Show All Records for This Subject

Query

Reason for Data Value

Missing Value Last s

stance Tost Study - Tosk By Data Fields

Subject  Visit Plate Field Window Help
DataFax #254 Plate #001 Visit #000

Patient oo Patient
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year
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systolic diastolic

P TR Y | 7 [—
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DataFax

Rammoer P 10T TT]
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day  month  year

V1= Final Incomplete Pending

v 20141210 09:16:51 UTC 0400 sk 024

Race ﬂ Caucasian
[ asican american
[ asian
[ otrer, specity:

Systolic diastolic
eaang 1; L7101/ T6 ] e
reading - L2101/ (23] ety

B Orexplore [data_manager@ explore.didiscover.com) Accep

File Edit View Select Show

ol 30 Study

Show All Records for This Subject

Query

Reason for Data Value

Missing Vslue Last s

tance Tost Study - Tack By Data Fields

Subject  Visit Plate Field Window Help
DataFax #254 Plate #001 Visit #000

Patient Patient
Nomber (9 9 0 0 1 Intials A

BLOOD PRESSURE SCREENING VISITS

age [60]  years Sex O Maie

® remae

Scroen1:  Date (03/03/97

day  month  year

Race

Q Other, specify:

systolic diastolic

Reading 1: [170_] [loss ] mmhg
Reading2: 170 ] /loss ] mmitg

DataFax #254 Plate +001

Rammoer P 10T TT] ot (2]
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Female.

sarcents 0 (03] [0 3] [217]
day  month  year

Final Incomplete Pending

20141210 0211651 UTC 0400 sk /24

Sequerce %000
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[ asian
[ otrer, specity:

Systolic diastolic
eaang 1; L7101/ T6 ] e
reading - L2101/ (23] ety

1

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

> |Save as PDF|.
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) Drexplore - Save as PDF be

~Selection Crit

() Blank CRF books
(o]
o
© il plstes
© Data and images
© current plate O current visit
(O current subject () all open visits
(O current task set

CHOHOHO)

| ~Save Opt:
() Blank plates
| Data records

() expand text fields for plates

() data + primary image (side by side)
(O images

(o]

@

() Apply field color for completed plates

~Output Fil

() 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

) Drexplore - Save as PDF be

~Selection Crit
(O Blank CRF books
o it
(o]
O il plstes
© Data and images
O current plate O current visit
(O current subject () all open visits
© current task set

CHOHOHO)

| ~Save Opt
() Blank plates
| Data records

() expand text fields for plates

data + primary image (side by side)
(O images

| o

@

@ £pply field color for completed plates

~Output Fil

() 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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D Drexplore - Save as PDF X

~Selection Crit

() Blank CRF books
(o]
o
© i plates
© Data and images
© current plate O current visit
(O current subject () all open visits
(O current task set

0000

| ~Save Opt:
() Blank plates
| Data records

() expand text fields for plates

() data + primary image (side by side)
(O images

(o]

@

() Apply field color for completed plates

~Output Fil

() Bookmarked PDF

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

& Drexplore - Save as PDF X

~Selection Ci

© Blank CRF books

O curentsubject () subject

O allvisits QO visit

© all plates QO plate

() print subject id print visit numbers  include optional () visits () plates
(O Data and images

O current o (©)
() cilrrot sibject D)
@) t task set

D.
Oda
o
o

@)

~Output Fik

() Bockmarked 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 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.

2. Examine the PDF document.
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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.
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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 data according to user-specified criteria.”

Form 1 to set it as the current page. Select > [Save As Bookmarked PDF] to open the dialog.

DFdiscover 5.11.0

Acceptance Test Manual

(Subjects 99001 and 99002) still the current set, click the record for Subject 99002,

Page 213 of 313



& DFexplore - Save as Bookmarked PDF 1%

Configuration Load.. Save.

~Selection Crit
O currentpage (O Current visit
(O Current subject () All apen visits
(O Current task sat

~Resources

File map

Visit map

|| Page map
() sort map

Title

‘ Header |

Footer

Blind fields

Nesting © plates within visits () visits within plates

~PDF Option
(T Data recards
() Missed records

() images

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.

D Drexplore - Save as Bookmarked PDF X
Configuration Load... Save..
Selection C

O currentpage (O Currentvisit
O curent subject (O Al open visits
O Current task set

Resourc

File map

Visit map

Page map
(O sort map
Title Bookmarked Subject 99002

Header

Footer

Blind fields

Nesting © plates within visits (O visits within plates

PDF Opt
Data records

(O) expand text fields for plates
Missed re<ords
Images

O primaryonly () all images
Apply field color for data records

PDF Outp
| | Fite name C:/UsersfTestUser/Desktop/subjectdg002 pdf
| | Password
Reset Cancel

3. Enter module16 as the value for Password.
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| 0 DFexplore - Save as Bookmarked POF

Configuration Load. Save,

Selection Cr

O cumentpage (O Current visit
© current subject () All open visits
O current task set

Resourc

File map

Visit map

Page map

(O sort map.

Title Bookmarked Subject 99002

|| Header

Footer

Blind fields

|| Nesting © plates within visits () visits within plates

PDF Opt

Data records.

() expand text fields for plates

Missed records
e

© primaryonly O all images
Apply field color for data records

PDF Output

File name  C:/Users/TestUser/Desktop/subjectd9002 pdf

| | Passwerd module1g]

@ DFexplore - Save as Bookmarked PDF

PDF file contains 24 pages and has been saved to file:

C:/Users/TestUser/Desktop/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

Focter: Not specified

Blinded Fields: Not specified
Nesting: Plates within visits

P TR PR A g

.
Bl @ ox

5. Click [OK] to close the dialog.

Open and view an encrypted bookmarked PDF file using a PDF viewer application

4. Click E to create a password encrypted PDF file of completed data pages and primary images for Subject 99002.

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

‘subjectd9002.pdf s protected. Please enter a Document Open Password.

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

PDE file.”. Once the password has been entered, the PDF file opens.
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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 > [Data). Then, select > [All Records|. This will release the task set of records for Subjects 99001 and 99002.

Click 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 > [Create Subject Packages).
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Configurat

(-Subject

Create one bookmarked PDF for sach of the fellowing:

Subjects

(~Selection Cri
Visit

Plate

1| File map

Visit map
Page mep

O sort map

Tile
| | Header

|| Footer

Bind feds
Nestng (O pltes withinvists ) wsts withn plates
PDF Options
O starecords

@]

(O Missed records

D images

o O

() nchida ubiect ot n ot (@ fecney’ ©) )
Bookmark label Metadats Hist

(O Apply field color fo
(-PDF Output
Output folder

il prefix
i e

Password

() Close this window when creating packages has completed

Reset 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.

1B DFexplore - Create Subject Packages. x
Confguration toad save
(-Subject

Create one bookmarked PDF for sach of the fellowing:

Subjects - 99001,99002,99003

(~Selection Criteria:
Visit

Plate

1| File map

Visit map

| | Pege men
Dot mop DFpdf g pagemap: biank for defauit DFpage map |

Title

| | reaster

|| Footer

Bind fods
Nestng (O pltes withinvists ) wsts withn plates
PDF Options
O starecords

@]

(O Missed records

O images
(=] o}

() nchida ubiect ot n ot (@ fecney’ ©) o)
Sockmark label Metadsts it

(D) Apply field color for data records
PO Output

Output folder

File prefix

Password

() Close this window when creating packages has completed

Resat 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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1B DFexplore - Cresta Subject Packages
Configuration oad.

save.

(-Subject

Create one bookmarked PDF for sach of the fellowing:

Subjects - 99001,99002,99003

(~Selection Criter

Visit

Plate

|
File map

Visit map
| | Page map

(O sort map

Title Site 99 Subject Packages
| | Header

|| Footer

Bind feds
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PO Options
[ Tr—
(O expand text s or pates
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O ) =il o) e

8 inciud subjoct History informat. O legasy O simpiied O detailed (xcel oniy)
Bookmark label

Page #,4-4 (blank fo

@ Apply field color for data records
(-PDF Output
Output folder

| | Fite prefix

Password

(O Close this window when creating packages has completed

art

Reset St | Cancel

. 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.

. Specify a file prefix to be prepended to each subject package created. Enter Site99_ in the File prefix field.

1@ DFexplore - Croate Subject Pockages X

Configuration Load.

save.

(-Subject

Create one bookmarked PDF for sach of the fellowing:

Subjects - 99001,99002,99003

(~Selection Criter

Visit

Plate

File map

Vit map
Page mep
(O sort map

Title Site 99 Subject Packages
| | Header

|| Footer

Bind feds
Nesting (O plates withinvists () vists it pltes
PO Options
© sts records
(1) i e o o s
@ Missed records
@ imeges
O = I e

9 incuda subjoc story n format: O fegacy O simpiied O detailed (xceloniy)
Bookmark label

@ Apply field color for data records

(-PDF Output
Output folder CUsers/TestUsor/Desktop/site99
|| File prefix  siteg0

Password

(O Close this window when creating packages has completed

et =

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 X

Package for subjects: 99001,99002,99003
Options

data records

missed records

primary images

data and metadata change history
Output folder: C:/Users/TestUser/Desktop/site9a
File names: Site99 #### pdf

Start creating packages?

‘ Concel

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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7} DFexplore - Create Subject Packages X

Started: 2026-05-20 15:30:13
Study: 254 - Acceptance Test Study
by: data_manager@explore.dfdiscover.com

Package for subjects: 99001,99002,93003
Options:

data records

missed records

primary images

data and metadata change history
Qutput folder: C:/ TestUser/Desktop/site99

| File names: Site99 pdf

Number of subjects: 3

1l [E] oK Print

8. In the confirmation dialog, click [View Log|. Review the output. Click to close the log.

%) DFexplore - Create Subject Packages X
Creating packages has been completed.

See log file for detail
Cif/Users/TestUser/Desktop/site99/5ite99_log_260520_153043.txt

| viewlog | Close
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

Overview

Prerequisites:

Completion of module 1 of Acceptance Test Kit
DFws 5.11.0 installed and properly configured on DFws server
DFweb 5.11.0 installed and properly configured on DFweb server
DFdiscover license with DFWS license feature on the DFdiscover server
DFweb compatible browser installed on local test device
o Mozilla Firefox
o Google Chrome
o Apple Safari
o Microsoft Edge
User accounts and roles:
o datafax : Unrestricted
o data_manager : Unrestricted
o site_monitor : site_monitor
o site_invest : site_investigator
Email configured for site_monitor
o (Optional) SMS or email 2-factor authentication configuration for site_invest

NOTE: For configuration of 2-factor authentication, see Module 1(Installation & Initialization) test step 6 for details on configuring accounts with 2-factor authentication

Client Tools Used: DFATK, DFexplore, DFweb
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Purpose: This module tests all main DFdiscover functionality with respect to DFweb. Data capture, review, document management, and eSignature functionality. The module
additionally uses DFexplore to verify save data levels of data entered using DFweb.

Tests & Requirements

1. Verify DFweb version information, logging into DFweb and DFweb site certificate verification.
. Resetting a user login password.

. Copying URL and changing user passwords.

. Creating a new subject, entering subject data.

. Adding, modifying and resolving queries.

. Adding, reviewing and downloading subject documents.

N o o A~ W DN

. Add an Electronic Signature (eSign) to a set of completed subject records.

. Verify removal and re-application of eSignatures.

©

. 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 1D 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.

res - I+ SE

| € 3 O (% explorediwebidiscovercomlogin * @ @ i

Mail Sent Successtully

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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| & oFneb X @ setPamond x4 - o x

€ > C % explore-diws.dfdi SUVILET JjeAN, o % @ @

4’ dfdiscover

Change Password

Password changed successfully

2026 DENet Besmach i A gl Reservd

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 5.11.0 is displayed.

& Dineb » [ = g X

€ 5 C % explore-divebdidiscovercom/login * @B @

settings

About

DFweb Version 5110 (Build 0144, 2026/05/06)  Build History >
© 1990 - 2026 DF/Net Research, Inc. Al rights reserved.

APl server

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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[ & o 1 - o x

€ 5 C (® nhups/diwebdidiscover.comlogin o @

exploredfdiscover.com -

Explore DFdiscover 2026

4' dfdiscover 2026

site_monitor

Forgot Password?

Login
OR =
Login with Microsoft
Walconeta exploms dffleconsicom
B settings
@ Privacy Policy

3. Alist of subjects for Hospital #99 is displayed.

v & OFweb x4 - o x
€« > ¢ = ~ % @

. site_monitor (site_monitor) &
4 dfdiscover Acceptance Test Study exploredidscovercom  $

89 Dashboard

Subjects Q search for Subject H & 13
(5 Subjects
2299 Hospital #99
@ Tasks & 99000 2
@ Queries 2 se002
12 99003
i Reports
12 99004
% ePRO 12 99006
i 99007
i& 99008
i& 99009
99010
99011
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.

& Dived x 8 - 0 x

Certificate Viewer: *.dfdiscover.com

General

lsued To

Issued By

Validty Period
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Copying URL and changing user passwords

1. From the Subijects 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 & Ofwes x4 - o x

€ 5 © % diwebdfdiscover.com/profile x ®

Change Password
Confirm your current Password

Current Password

Please choose a new password. The new password must contain the following

X Atleast 8 characters

X Atleast one character and one digit.

‘ New Password
‘ Confirm Password

Cancel

Creating a new subject, entering subject data

1. Click &7 Subjects , select 99010 to open the 0: Screening Visits 1:Form 1 page.

v & OReb x o+ - o x
€« > e % 1 * @
. s site_monitor (site_monitor) &
= - - :
4 dfdiscover Acceptance Test Study cxploredigicoercom §
. subject 89010 Study 254 | Site99 | Subject 99010 | reening / d Pressure Screening Visit
80
05 O o:screening visit Bromie E3a
1:Form11
o | B == BRRRRRRI LT rmerrrrrrnl
DataFax #254 Plate #001 Visit #000
O 1 Baseline
Patient Patient
B O 2ivonnhrolowwp Rammper (2900 e 1
FML
ey BLOOD PRESSURE SCREENING VISITS
@ C Mont
‘ U o O -y
o O Female O African American
[ O Asian
o ) 40: Deatr O Other, specify: 4
201 systolic diastolic 9
Q
O St Medic Sereen:  Date 9/MM/yy Reading 1: (2" mmHg .
- . day  month  year
) 101L: Adverse Event | Page 1 Reading 2: mmHg
+ Add New Visit Reading 3 mmbg
systolic diastolic I
Screen2:  Date 99/mm/yy Reading1: """ f 0 mmHg
day  month  year
Reading2: """  non mmHg
Reading3: """ { nnn mmHg
Eligibility Criteria Yes No
1. Age 1679 years old. CI) ]
» 2. Male, or If female, not pregnant and using a reliable contraceptive method. o ] o

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

ciick B8
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v & Dfweb

< e (s

4 dfdiscover

§& subject 99010
§m 0:screening Visits

§m :Form1

+ Add New Visit

1

Acceptance Test Study

Study 254 | site99 |

R 1:Form1

site_monitor (site_monitor)
exploredidiscover.com

RRRRRRRELL L rrrrrel
Duaraxszss P o Vistiooo

Patient
e . 99010

a9

Patient
Initials  ARX
FoM oL

BLOOD PRESSURE SCREENING VISITS

Age years sex ©
Screen 1: Date n/nfie

day  month

ey
Seroon2:  Date 99/M™/vY

day  month

ity Criteria

1. Age 16-79 years old.

2. Male, o if female, not pregnant and using a reliable contraceptive method.

Male Race @© Caucasian
) Female O African American
O nsian
O Other, specify. P
ystolic diastolic
Reading 1 mmHg
year
Reading mmHg
Reading 3: mmHg
systolic diastolic
Reading 1: """ {nnn mmHg
yoar
Reading2: ™™ { non g
nnn { nnn
Reading 3 mmHg
Yes  No
o o
1
o o

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.

v & ofen

<« [

4 dfdiscover

§& subject 83010

m 0: screening Visits

21 Lab Results

B

+ Add New Visit

1/plates/21

Acceptance Test Study

Study 254 | site 99 /

R 21: Lab Results

* Patient Number

* Patient Initials

Collection Date

White Blood Cell o

Red Blood Cell non

Hemoglobin non

Mean Cell Hemoglobin
Conc

nnn

K/met
M/meL
glaL

gldL

99010

site_monitor (site_monitor)

exploredidiscovercom @

‘ ARY

DD-MMM-YYYY

) ABNORMAL () NORMAL
) ABNORMAL () NORMAL
) ABNORMAL () NORMAL

) ABNORMAL () NORMAL

4. Set the remaining fields within the 21: Lab Results form as follows:

o Collection Date = 13-NOV-2018

o White Blood Cell = 15.3, Check (enable) NORMAL

o Red Blood Cell = 04.3, Check (enable) NORMAL

o Hemoglobin = 14.2, Check (enable) NORMAL

o Mean Cell Hemoglobin Conc = 46.5, Check (enable) ABNORMAL

DFdiscover 5.11.0

=)

[ Clinically significant
[ Clinically significant
[0 Clinically significant

[ Clinically significant

Acceptance Test Manual
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v & Dfweb

< e (s

': dfdiscover

§& subject 99010

§m 0:screening Visits

2% Lab Results

+ Add New Visit

5. Click - to open the Reason for Data Value dialog. Click [ﬂ next to Reason. The DFlookup: REASON dialog is displayed.

v & Ofwed

<« C % dfweb.dfdi

1/plates/21

Acceptance Test Study
Study 254 | site 99 /

R 21: Lab Results

site_monitor (site_monitor) §
explore didiscovercom @

=nm

* Patient Number 29010
* patient Initials ARX
Collection Date 13-NoV-2018 i
White Blood Cell 153 Klmet ABNORMAL @ NORMAL O Clinically significant
Red Blood Cell 043 M/mel ) ABNORMAL @ NORMAL ) Clinically significant
Hemoglobin uz  gld ~ ABNORMAL @ NORMAL [ Clinically significant
) Q
Mean Cell Hemoglobin 455 g/dL @ ABNORMAL () NORMAL O Clinically significant
Cone = 3
0

1/plates/21

DFlookup: REASON

@ | earchTerms

Q

® Match ANY terms O Match ALL terms O Exactly match the term

Lookup Fields
Acronym

O Result

Rl
Matched rows: 4
Acronym Result

1 Data entry error corrected.

Confirmed, this value is correct as entered,

2
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.

DFdiscover 5.11.0
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4 dfdiscover

§& subject 99010
80
05 {m 0:screening visits
- = 1:Baseline
O 211 Month Follow-up
B, O 222MonthFollow-up
O 23:3 Month Follow-up
B 5 24 4 month Follow-up
O 30:Study Termination
il
sath Report
@ 201: Diary Week 01
O 5 Medication Log Page 1
[ 8:Form8, Pg 51
1011: Adverse Event 1 Page |
+ Add New Visit
»

€ > C =n

Acceptance Test Study

Study 254 / Site 99 / +99010 /

8: Form 8,Pg 51

1/plates/s * @

site_monitor (site_monitor) §
exploredtdiscovercom &

51: Medication Log Page 1 /

jon Log

[ [

51

AN NRR R AN IR
Ovaran 225t o008

Patient
Ratient . 99010

Medication Log

Page Number n

MEDICATION LOG

Record any change, addition or cessation of medication since the patient’s initial assessment.

4 dfdiscover

§& subject 99010

20
U5 fm o:screening Visits
& Im 1:Baseline

O 2t1Month Follow-up
E O 222MonthFollow-up

O 23:3Mor

Foll

up

@ 244 wontn Folow-up

40: Death Report

201: Diary Week 01

O 5k Medication Log Page |
[ 8:Forms8,Pg 5l
O 101 Adverse Event 1 Page |

+ Add New Visit

Patient
e - 99010

Record any change, add

Drug Name

Reason for Change:

Reason for Change:

Reason for Change:

drugs dialog appears.

v & DFweb x

Patient Medication Le
Initials Fegonambor 1o 1|
FowL
MEDICATION LOG
ition or cessation of medication since the patient’s initial assessment.
Type of Change Date of Change Current Total Dose
Per Day
New New Stop Restart
Dose Drg Drg Drug day  month  year (mg)
/i 0 o o o ddmmly
p
New New Stop Restart
Dose Drg Drg Drug day  month  year (mg)
/ 0 o o o ddmmly
p
New  New Stop Restart
Dose Drg Drug Drug day  month  year (mg)
4 0 o o o ddmmly
P
New New Stop Restart
Dose Drug Drg Drug day  month  year (mg)

TR

Enter Vitamin B-12 in the 1. Drug Name text field, press

DFdiscover 5.11.0

DFlookup: drugs

@ ‘ [search Terms

Q

® Match ANY terms

Acronym

O Result

“«

Matched rows: 1892

Acronym

sleeping pills (orc)

aboalal
accolate
aceupril

ace medication
ace meds

ace study aspirin
acebutolol

acebutolol hl

O Match ALL terms. O Exactly match the term

Lookup Fields A

Result

sleeping pills (orc)
aboalal

accolate

accupril

ace medication
ace meds

ace study aspirin
acebutolol

acebutolol hel

Acceptance Test Manual

Drug Name Type of Change Date of Change Cum:’n T%NI Dose
New New Stop Restart erbay
Dose Drmg Drug Drug day  month  year (mg)
1 /i 0 o o o ddmmly
2]
Reason for Change: % @
New  New  Stop Restart
Dose Drug Drug Drug day  month  year (mg) [m]
2. /0 o o o |ddmmly
Reason for Change: p
New New Stop Restart
Dose Drmg Drug Drug day  month  year (mg)
a. s 0 o o o ddmmhy
Reason for Change: i
New  New Stop Restart
Dose Drug Drug Drug day  month  year (mg)
PRI 5
In the Medication Log Page Number field, enter values 1 of 1.
= o X
I * @
site_monitor (site_monitor) &
[B) Acceptance Test study exploracidscovercom
Study 254 | Site99 | Subject 99010 / 51:Medication Log | 8:Medicatic
B roms oo =um
DataFax #254 Plate #008 ol

z| (=) [o] ®

Upon leaving the field, an edit check is executed and DFlookup:
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10. Enter vitamin b12 in the Search Terms, Check Match ALL terms and click 2 1o filter the results.

v & o x

€« > c o=

11. Select the result of vitamin b12 from the table. Click . The 1. Drug Name field becomes auto-populated with vitamin b12 result.

v & ORed x

€« > Cc %

DFlookup: drugs

@  vitaminbi2

O Match ANY terms ® Match ALL terms
Lookup Fields

Acronym

O Result

“«

Matched rows: 1892

Acronym Result
sleeping pills (orc)
abalal abalal
accolate accolate
accupril accupril
ace medication
ace meds ace meds
ace study aspirin

acebutolol acebutolol

Q

O Exactly match the term

sleeping pills (orc)

ace medication

ace study aspirin

acebutolol hel acebutolol hl

4 dfdiscover

{8 subject 95010
§m 0:screening visits

Im 1:Baseline

0 241 Month Follow-up
B O 22:2vonthFollow-up
O 23:3 Month Follow-up
@ 5 s amonn Follow-up
[ 30:Stucly Termination
P
© 40:Death Report
@ O 201: Diary Week 01
2 y

O St: Medication Log Page 1
] 8:Form 8, Pg 51
© 101 Adverse Event 1 Page |

+ Add New Visit

Acceptance Test Study

Study 254 | Site 99 | Subject 9010 / 51:Medication Log Pa

8: Form 8, Pg 51

1 8:Medication Log

site_monitor (site_monitor) §
explore didiscovercom @

o 1.1

I NN ANENEEE AR
DataFax #254 Plate #008

51

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.

ciick B8

DFdiscover 5.11.0

Acceptance Test Manual

Patient Patient Medication Log
Number #6010 Initials PageNumber | of
FomoL
MEDICATION LOG
Record any change, addition or cessation of medication since the patient’s iital assessment.
Drug Name Typo of Chango Dato of Change Curront Total Dose
New Now Stop Restart or Day
Dose Drug Drg Dug — day  month year (mg)
;. [vitomin 12 J o o o o dd/mm/yy
(2]
Reason for Change: / Q
RJ
New New Stop Restart
Dose Drug Drug Drug day  month  year (mg) M)
2 4 0 o o o ddmmly
Reason for Change: / I
New New Stop Restart
Dose Drug Drg Drg — day  month year (mg)
3 /s 0 o o o dammly
Reason for Change: /
New New Stop Restart
Dose Drug Drg Drug — dey  month  year (mg)
antlonen o
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4 dfdiscover

§& subject 99010

Study 254 | Site99 | Subje

site_monitor (site_monitor) §
explore didiscovercom @

Acceptance Test Study

ot

| 51:Medication Log Page | | 8: Medication

v Saved n

80
05 im o:screening visits 8: Form 8, Pg 51
I tsaseine 1111
S DataFax #254
[ 21 Month Follow-up
Patient.
B O 22:2MonthFollow-up Number 99010

23:3 Month Follow-up

o

24: 4 Month Follow-up

LI -
Plate #008
e ]

ML

Medication Le
Pago Numbor’ of !

MEDICATION LOG

Record any change, addition or cessation of medication since the patient’s inital assessment.

O 30: Study Termination Drug Name Type of Change Date of Change Curront Total Dose
Pl New New Stop Restart er Day
O 40:Death Report Dose Drug Dug Drug — day  month  year (mg)
tamin bi2 - 18/1)18
@ O 2oiayweskor Wflembe ] 5 6 o o 20
1@ 5t Medication Log Page | on for Grange: | ""CT80e Mean Cell Hemoglobin Conc. )
Im 8:Form8,Pg 51
. New New Stop Restart
O 101 Adverse Event 1 Page | Dose Dy o "Ore' day  montn (mg)
+ Add New Visit 2 ., 0 o o o dd/mm/yy
Reason for Change: 4 I
New New Stop Restart
Dose Drug Dug Drug — day  month  year (mg)
3. s 0O o o o dd/mm/yy
Reason for Change: 4
New New Stop Restart
» Dose Dmug Dug Drg — day month  year (mg)
ciciloara i i

13. Select 1: Baseline > 4 : Form 4, Pg 1. Click B . set Page Missed to open the Set Page Missed dialog.

v & o x o+

€« > c =

1 plates/4 ® ©

Set Missed Page

Subject 99010 / Visit 1/ Plate 4

Select Reason..

Details.

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.

v & o x o+

Cc =

(SR Apply

*Reason

1 plates/4 ® ©

Set Missed Page

Subject 99010 / Visit1/ Plate 4

Other reason

Details.

Page|

provided on the

DFdiscover 5.11.0
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15. Click |[Apply| to register the page as missed.

v & DFweb x4 - o X
€« > ¢ % i 1/plates/4 * @
*d fdiscover Acceptance Test Study site_monitor (site_monitor)  §

exploredidiscovercom
1 subject 99010 Study 254 | Site 99 | Subject 99010 / 1:Baseline / 4:Current Medications
80

U5 im 0:screening visits 4:Form 4,Pg 1 Missedma
o 1o SRR NN I
DataFax #254 Piate 7004

O 2Form2
Patient Patient Medications
B O3fm3 Number #6010 e ] Page vumber ||| of
FomML
4:Form 4,Pg1
ey CURRENT MEDICATIONS
o Im 2:LobResults List any medications (prescribed and non-prescribed) which the patient is currently taking.
O 211 Month Follow-up If None. put an X in this box.
bl 2 2 Morth Total Dose Start Date or
O 22:2 Month Follow-up Drug Name Per Day (mg) Duration of Use Indication
o) [ 23: 3 Month Follow-up ; y .
O 24: 4 Month Follow-up
O 30: Study Termination 2. i
O 40: Death Report
3. 4
O 201 Diary Week 01
|® 51 Medication Log Page | 4 A I
O 101 Adverse Event 1 Page |
+ Add New Visit 5. 4
6. 4
7. %
» 8. p

16. Click &9 Subjects , select 99009 > 1: Baseline > 2: Form 2. Click H . unset Page Missed to open the Unset Missed Page dialog.

v & DFwed x o+ - o x

€« > ¢ = 1/plates/2 * @

Unset Missed Page

Subject 99008 / Visit 1/ Plate 2

*Reason

17. Enter a reason of Data to be captured during chart review.. Click
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v & Dfweb x o+

«

c =

‘r‘ dfdiscover

88

28

& subject 99009
§m 0:screening Visits
Im 1:Baseline
2:Form 2
Im arorm3

Im 4Form4,pg

+ Add New Visit

1/plates/2 * @

site_monitor (site_monitor) &
explore didiscovercom @

Acceptance Test Study

Study 264 | Site 99 /|

B 2: Form 2 [ sove |.-]
RIRRRRRRILLrrrrrmrrrrrrrrrn
DataFax #254 Plate #002 Visit #001

Patient Patient )
Number 99909 o= I Entry Date 99/mm/yy
FML day  month  year

PATIENT ENTRY FORM
Randomization

Provided the patient meets al eligivilty criteria, call the randomization hot line ((905) 999-8888) for ths patient's
random medication code number.

Medication Code #:

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

Q
Medical Examination
Date of Birth |9/mm/yyyy
day  month  year I
We‘gm‘nrmh | W or [pnnn Ibs
Heignt "N o o MNN n
Puse beats/minute
Smoking Status O Never smoked Exercise” O Nore, or <1 time/week
O Ex-smoker O 12 times/weok

) Smokes cigarettes

3-4 times/week

Adding, modifying and resolving queries

1. From the sidebar bar, Click @, Locate and select the outstanding query for Subject 99008 > 0:Screening Visits > 1:Form 1.

v 4 DFweb x4+

«

c

4 dfdiscover

> J& subject 83008

12queries=99 * @

site_monitor (site_monitor) §
explore didiscovercom

Acceptance Test Study

study 254 / site99 |

&g
B« queres o Brom [Reaen] -
> 99001 Age 0| years Male Race @ Caucasian S
5 ) ? g i
5 80007 O Female African American
Asian
v 99008 O Other, specify.
v 0:Screening Visits aysiolo dastolic
@ v 1:Form1 Screen1:  Date 13/09/18 Reading 1: 12 [ 085 mmHg
day  month  year
§ 6.Systolic and diastolic B criteria a7 {089
4 Detail: But patient did not meet bl Reading 2: mmHg
> 1:8aseline Reading 3 12/  oan mmHg
> 99009
systolic diastolic
Screen2:  Date 20/0%/18 Reading 1: 2 UC mmHg oy
dey  month  year
Reading2: 2/ [ oz mmHg "
128 { 082 u
Reading 3 mmHg
bility Criteria
1. Age 1679 years oid.
2. Male, or if female, not pregnant and using a reliable contraceplive method
3. Taking blood pressure medication.
4. Major surgery or other medical emergency in the past 6 monihs.
5. Patient has signed informed consent and agrees o returm for monthly
low-up visi
Showing 9 of 15
» oung e 5. Systale blood rossure 160200 mimtig or Diastol blood pressure
Close x Filter ¥ 5-105 mmHg on Reading 3 at both Screen 1 and Screen 2.

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

data record changes.

DFdiscover 5.11.0
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v 4 Dfweb x4+
<« c 12queries=99.
& dfdiscover Acceptance Test Study
T Study 254 | site99 |
g
05 v queries 3 :Form1
> 99001 =
& Screen1:  Date 13/09/18 Reading 1: 132 { 085 mmHg
> 99007 day  month  year /
Reading2: '3/ 089 mmHg
v 99008 ,
127 081
> :8aseline Reading 3: mmHg
@ > os008 systolic diastolic
Screen2:  Date 20/0%/18 Reading 1 12> UC mmbig
P day  month  yoar
al Reading2: '?/ fosz g
Reading3: '28 { 082 mmHg
ity Criteria Yes  No
® C
1. Age 16-79 years oid. N
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. Pationt has signed inored consert and agrees o retun for monihly
follow-up visi .
6. Systolic bood pressiure 160,200 mintg o Diasiol blood pressure le) ®
55105 mmHig on Reading 3 at both Screon 1 and Screon
Patient is Eligible
Once Completed, Please Fax This Form to (###)###-#it#.
Showing 8 0f 15
11 Noverber 2014
» Close x Filter ¥

3. Click 99008 > 1:Baseline > 2: Form 2. Select Date of Birth (dd/mm/yyyy) query. Correct Date of Birth (dd/mm/yyyy) to 14/01/1968.

v & Dfweb

<« [

4 dfdiscover

& subject 99008

80
05 v queries
> 9001
5
> 99007

@ V99008
2
v I:Baseline

@ v 2:Form2

{§ Date of sirth (dd/mmyy) =

Det

> 21 Lab Results

> 99009

Showing 8 of 15

4. Click a3 then *, select Resolved from the Status drop-down list. Click

Filter ¥

14/ol.
: Birth date does not match

Acceptance Test Study

Study254 /| site 90 /

site_monitor (site_monitor) &

3 2: Form 2
IRRRRRRL L rmrerrrrrren
DataFax #254 Plate #002 Visit#001
Nampor 99008 s Entey Dato 27/09/18
F ML day  month  year
PATIENT ENTRY FORM
Randomization

Provided the patient meets all gty citera, cal the andorization hot e (905) 999-8888) for his patlents
random medication code num!

Medication Code #: 922

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

Medical Examination

Date of Birtr |14/01/1968] i

day  month  year

weight (9975 kg or 250 Ibs
vognt 28 Jom o 0825 "

088

Puise beats/minute

Smoking Status ® Never smoked Exercise® O None, or <1 time/week
O Ex-smoker O 1-2 times/week
© Smokes cigarettes ©® 3.4 times/week

v & Ofwen x o+
<« c = i
& dfdiscover Acceptance Test Study
T Study 254 / Site99 /
05+ queries 4 2: Form 2
> 99001
&  J IR IR IR |
» 98007 DataFax #254 Plate #002 Visit#001
Patient patient
B Voo Ratient 99008 pationt Entry Dato 27/09/18
FomL day  month  year
~ I:Baseline
PATIENT ENTRY FORM
@ 3 21: Lab Results
Randomization
> 99009
” Provided e patlont meos al gty citeria, call he andorizaton hot o ((905) 999.8888) for s patonts
il random medication code
Medication Code #: 922
Give the patient one botle of study medication from the medication kit with this code number.
Medical Examination
Date of Birtn |14/01/1968
day  month  year
Weignt 10975 kg or 290 Ibs
Height or 0825 in
puse 088 beats/minute
Smoking Status ® Never smoked Exercise® O None, or <1 time/week
O Ex-smoker O 1:2 times/week
Showing 7 of 15 .
» N O Smokes cigarottes 34 times/week
Close Filter ¥

DFdiscover 5.11.0

site_monitor (site_monitor) &

exploredidiscovercom @

-

- o X
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5. Click 21: Lab Results, select the outstanding query. Click -*/. Enter Lab value confirmed as out of range. in the Reason field. Clicl

v & Ohue x

<« [

4’dfdiscover

> | & subject 83008

Study 254 / Site 99 | Sul

- o x
1/plate * ®
Acceptance Test Study site_monitor (site_monitor) §

!

exploredidiscovercom @

B < s & B2 iabresuts =3
> 99001
5 * Patient Number 99008
> 99007
B o * Patient Initials DN
@ Collection Date 27-SEP-2018 th
4 White Blood Cell s K/mel @ ABNORMAL () NORMAL O Clinically significant
Red Blood Cell 047  M/meL () ABNORMAL @ NORMAL [ Clinically significant
Hemoglobin Bs  gldt (O ABNORMAL @ NORMAL [ Clinically significant
Mean Cell Hemoglobin - 495 g/dL ()ABNORMAL (@) NORMAL (O Clinically significant
conc
Showing 6 of 15
» Close x Filter ¥
. . 20
6. Click Oa.
v & Dfweb X+ - o x
<« G % dfweb.dfdiscover.com/dashboard * @
site_monitor (site_monitor)
Acceptance Test Study explore dfdiscover.com
83 pashboard
08 Dashboar Dashboard Site 99 - Hospital #99 + || © |
& subjects Subject and CRF Status Overview Query Overview
E Tasks N
Subjects 55 CRFs Al Queries by Status Outstanding Queries by Type
u Final Resolved Data Quen
@  Complte 49 (80%) Y vl
Queries 1(n%) ® Incomplete
2(a%) m Outstanding m Missing Page
w Missed 6 (40%) 107%)
i Reports m Incomplete 2 (a%) ~
8 (89%) pending V= overdue visit
pending 10%) 4(670)
2(4%)
Subject Summary = Options
searchby Subject -
Subject §  latestVisit $ = NextVisit § | DaysOverdue 3  Outstanding Queries 3
it 99001 1997-07-06 done o 1 @
12 99006 unknown ° 0 o o @
i2 99007 1997-04-25 1997-05-25 10354 0 a4 )
it 99008 2018-09-27 2018-10-27 2529 o o @
i2 99009 unknown 2 0 (=l ) )
i2 99010 unknown ? 0 0 o @

(Aeply]

, followed by .

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 & Dfweb x o+

- o x
« ¢ = 12queries=99. * @
. site_monitor (site_monitor) &
- . H
4 dfdiscover Acceptance Test study exploreidscovercom
> |& subject 99009 Study 264 | Site 99 /|
80
05 v queries e Brrormi ﬂ
> 99001 S
& BIRRRRRRI L rmerrrrrrnl
> 80007 DataFax #254 Plate #001 Visit#000
Patient Patient
& Number #990¢ initials ANK
T
BLOOD PRESSURE SCREENING VISITS
Age ¥ years O Male Race () Caucasian
Pl ® Female O African American
® Asian
O oOther, speciy y
systolic diastolic
Screen:  Date 19/10/18 Reading 1: "2 [ 050 mmhg
day  month  year
Reading2: 12 f 087 mmtg
Reading3: 1%  oan mmbg
Screen2:  Date /1018 Reading 1: 12 [ 0s2 mmig
dey  month  yoar
Reading2: '3° 087 mmHg
Reading3: %! flos2 mmig
ity Criteria Yes Mo
® .
1. Age 1679 years oid. *
showing 5 of 15 1
» ®

Close x Fiter ¥ 2. Male, o if female, not pregnant and using a reliable contraceptive method.

10. Return to the Dashboard page by Clicking gg.

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.

v & Dfweb x o+ - o x
<« C % dfweb.dfdiscover.com/dashboard -4 ®
site_monitor (site_monitor
Acceptance Test Study fte_monitor (site_monitor)
exploredfalscover.com
83 pashboard
Oo Dashboar Dashboard site 99 - Hospital #99  ~ || O
(9 subjects Subject and CRF Status Overview * QueryOverview
Queries (Outstanding)
_ searchby site  ~
B Tasks s subjects sscrr
= Final site & Subject 3 Visit § Plate 3 Field 3 Category %
u Complete 50 (o1%)
@ Queries 101%) = incomplete 99 99001 30 6 7 Missing Page
1(2%)
@) 50 89007 2 5 7 Overdue Visit
m Missed
i Reports L] ‘ﬂ"?;;“g‘ele 2(a%) 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
searchby Subject e
Subject 4 | LatestVisit 4 | NextVisit 4 | DaysOverdue 4 | Outstanding Queries &
it 99001 1997-07-06 done 0 1 @
12 99006 unknown 2 o o o @
i2 93007 1997-04-25 1997-05-25 10354 0 a4 @
i2 99008 2018-09-27 2018-10-27 2529 0 o @
i2 99009 unknown 2 0 0O o ®
i2 99010 unknown ? 0 0O 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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€ > ¢ (= i 1/plates/21 % @

Manage Documents

No documents.

Attach Document  The maximum size of each document is 25ME.

Choose Files | No file chosen

Upload

2. Click [Choose Files], select the previously saved labreport99008_module17.pdf (Refer to Step 2). Click > [Upload] to upload the document.

v 4 Ofwes x o+ - o x

€« 5> ¢ % i 1/plates/21 * @

Manage Documents
labreportg8008_modulel7.pdf

Attach Document  The maximum size of each document is 25ME,

Choose Files | No file chosen

Upload

3. Click ¥ to view the newly uploaded document.

v 4 DFweb X + - o X

€« > ¢ = 1/plates/21 * @

Manage Documents

labreportg9008_modulel7.pdf

= ef132dc4-1643-467...

ollecton DaterTime: | 2709720780930
Received DatorTime: | 270972016 10:10

i

el

Attach Document  The maximum size of each document is 25ME.

Choose Files | No file chosen

Upload
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4. The document can be zoomed in/out by using the navigation buttons within the document window.

v & o x o+

1/plates/21 * @

Manage Documents

lobreportg9008_modulel7.pdf

= efi32dcd-643-467.

University Medical Center, Dept. of Pathology
123 University Way, City, ST 12345

Name: Doe, Fawn, N [ AgelSex:
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 25ME.

Upload
Choose Files |No file chosen

5. Click to close the Manage Documents window. Notice the B icon has now changed to e indicating the data record now has associated documents.

v & Ofweb x o+ - o x
€ > ¢ = 1/plates/21 * @
. = site_monitor (site_monitor) &
4 dfdiscover Acceptance Test Study explorediscovercom
18 subject 89008 Study254 / Site 99 | Subject 92008 / 1:8aseline / 2 esu
20
B8 jm o:screeningvists 2% LabResults =P
Im 1:Baseline
=] * Patient Number ‘ 93008 ‘
Im 2Form2
23 Im 3:Form3 * Patient Initials ‘ DFN ‘
Im 4Fom4,pgl
E Collection Date 27-SEP-2018 o
m 21:1ab Results.
" [ 2ntven ~uP White Blood Cell s Klmel ®ABNORMAL () NORMAL O Clinically significant
i
Red Blood Cell 047  M/meL (O ABNORMAL @ NORMAL [ Clinically significant
i
! Hemoglobin Bs gl (O ABNORMAL @ NORMAL () Clinically significant 7
" Q)
i Mean Cell Hemoglobin 495 g/dL ()ABNORMAL (8)NORMAL O Clinically significant
Conc

201: Diar

5t
O 1ot 4 ent1page!

+ Add New Visit

6. Click * >[Logoutto exit DFweb.

Add an Electronic Signature (eSign) to a set of completed subject records

[ 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. 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 or SMS as previously defined.

[ NOTE: Refer to Creating user accounts and assigning study permissions. as a valid email address or phone number 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 the patient complete the entire 16 week study? = No

o Check (enable) Moved away
o 2. Last dose 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 password, y g 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 ‘

Cancel  Donotsign

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 .

v & s x4

« > Cc =

fdfdiscover

Acceptance Test Study

& % @

site_investigator (site_invest) §

year

N\ Er e Study 254 | Site99 | Subject 99011 | 30:Study Termination / 7: Study Termination
o0 12 subjec
08§ o screening visits P4 7-Form 7
Patient Patient. Final Visit
Im 30:Study Termination Number 9901 Initials ' Bato " 03/06/22
& FoMoL day  month
orm 7. STUDY TERMINATION
B - ew Visit
D 1. Did the patient complete the entire 16 week study?
O Yes
@ ® No — why? [ Intolerable side effects
(' Lack of blood pressure response
i O Unwilling to return for follow-up visits
Moved away
Q ' Non-compliant with study medication
O other, specify:
2. Lastdose of study medicalton was faken on 9</M™M/YY 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.
Investigator's Signature  Site—investigator ] D 29/09/25
day month
Approved N 0912:08
»

7. Examine the 4 eSignature fields at the bottom of the page.

8. Click ¥ >[Logoutto 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 o] to open the Add Query dialog. In the dialog, set:

o Category = Monitor

exploredidiscovercom @

o Enter Investigator to confirm last dose taken with subject during clinic visit. in the Note field.

o Click

4. Press to advance to the Unknown field. Un-check (disable) the checkbox. Click  sove |
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5. Click ¥ >

v 4 Dfweb x

< ¢ =

4 dfdiscover

& subject 9901

§m 30: study Termination

§m 7:Form7

+ Add New Visit

v & Dfweb x

<« C % dfweb.dfdi

Acceptance Test Study

Study 254 | site99 |

B 7: Form 7

- o

~ % @

site_monitor (site_monitor)
exploredidiscover.com

IRRRRRRILLIrrrnnn
Duaraxszss P 007

Patient
e . 9g01

Yes

® N0 — why? O

©

Investigator’s Signature

to exit DFweb.

7. From the sidebar, Click E>Tasks.

4 dfdiscover

89 Dashboard

Tasks
(9 subjects G s
€} Tasks
@ Queries
i Reports

ePRO

DFdiscover 5.11.0

a0

00

Patient
Initiats S
FoMoL

STUDY TERMINATION

. Did the patient complete the entire 16 week study?

Intolerable side effects

Lack of blood pressure response
Unwillng 10 return for follow-up visits
Moved away

Non-compliant with study medication

Other, specify:

day  month  year

blank v

Acceptance Test Study

This task is to be used for applying eSignatures to Study Termination forms.

5 records match the search criteria

8. Locate the eSignatures - Study Termination - eSignatures task. Click

esignatures - Study Termination - eSignatures

Screening Data Entry - Level 1 EDC entry of Blood Pressure Screening visits

Screening Data Review - Review of all patient screening data

30

Final Visit
o wisit03/06/22

day

Lostdosa of stucy medicatonwas akenan (9™ | or O yrkcown

Date
day

month  year

. 1 have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.

dd/mm/yy
month  year

hh:mm:ss

- o
&~ % @

site_investigator (site_invest)
explore.didiscover.com

Acceptance Test Manual

X

X

6. In the DFweb login dialog, enter site_invest in the Username field and the previously assigned password in the Password field. Click

Page 237 of 313



v & Ofwen

« ¢ % d

‘r‘ dfdiscover

> | & subject 83001

Acceptance Test Study

Study 254 | Site 99

site_investigator (site_invest) ®

- o X

~ % @

exploredidiscovercom @

80
05+ esignatures - Study Termination - esign.. [l 7: Form 7
PY 5
22 site 99 - Hospital #99
& IRRRRRRILLIrrrnnn =
12 95001 DataFax #254 Plate #007
o Patient Patient Final Visit
) I 30: Study Termination Ratient 9001 patient |asc al Visit | 06/07/97
FmL day  month  year
1M 7:Form 7
STUDY TERMINATION
99002
1. Did the patient complete the entire 16 week study?
218 98003 .
" ® ves
= 12 99004 .
& No = why? O Intolerable side efects
12 9901 " Lack of biood pressure response
O) Unwilling to return for follow-up Visits
O Moved away
) Non-compliant with study medication
) Other, specify:
2. Last dose of study medicaiton was taken on 06/07/97 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 9! P Date ©7/97/97
day  month  year
. blank v 115:20
ask: 0 of § complete
»

9. From the Subjects list, click Subject 99011 > 30: Study Termination > 7: Form 7.

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

site_investigator (site_invest) &

- o X

&~ % @

exploredfdiscovercom @

v & OFwed x o+
< G % dfwebdfdi 15/99011, 7
& dfdiscover Acceptance Test Study
> {8 subject sson Study 254 | Site 99 /
80
Oc  + esignatures - study Termination - esign.. [ 7: Form 7
o2
22 site 99 - Hospital #99
S TRRRRRRILrrrrrmnn -
12 99001 DataFax #254 Plate #007
o o0 Patient Patient Final Visit
& 2 09002 Number #9011 Initials S'© Bato~ 03/08/22
FomoL day  month  year
12 93003
STUDY TERMINATION
@ 2 99004
1. Did the patient complete the enire 16 week siudy?
A& 99011
4 Yes
8 30: Study Termination ® No — Why? O Intolerable side effects
48l 7:Form 7 [ Lack of blood pressure response
) Unwilling to return for follow-up visits.
Moved away
Non-compliart with study medication
) Other, specify:
p
ialmr m, o
2. Last dose of study medicaiton was taken on v Unknown
dey  month  year
3. I have reviewed all data recorded on the study case report form (CRF), and certfy that it s accurate and complete.
Investigator’s Signature Date 9d/mmlyy
dey  month  year
R blank v hhmm:ss
of 5 complete
»

11. Enter the 2. Last dose of study medication was taken on date as 02/06/22. Click .

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

88

)

>

ubject 99011

site_investigator (site_invest) ¢

- o X

™ % @

exploredidiscovercom @

v esignatures - Study Termination - eSign...

Site 99 - Hospital #99

.1& 9s001
+1a 99002
.12 99003
.1& 99004

“ad 9901

30: Study Termination

Task: 1 of § complete
Close x View Tasks

1. Did the patient complete the entire 16 week study?
O Yes

® No —» Why? [ Intolerable side effects
O Lack of blood pressure response
' Unwilling to return for follow-up visits.
Moved away

Non-compliant with study medication
Other, specily:

[m]

2. Lastdose of study medicaiton was taken on 02/06/22 or ) Unknown

day  month  year

Acceptance Test Study

Study 254 / Site 99 | Subject 99011 / 30 Study Termination / 7: Study Terminat
:Form 7

IRRRRRRLLrrrrmnn -

DataFax #254 Plate #007

Ratient  sgol Patient sic Final Visit  03/06/22
FoM oL day  month  year
STUDY TERMINATION

3. 1 have reviewed all data recorded on the study case report form (CRF), and certify that it is accurate and complete.

Investigator's Signature  StO-investigator J

Reviewed v

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

v 4 DFweb X+

Cc =

o 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 "
Field: Patient Number
2025-09-29 09:12:08 site_invest entered data "9901"
Field: Patient Initials
2025-09-29 09:12:08 site_invest entered data "
Field: Final Visit Date
2025-09-29 09:12:08 site_invest entered data "03/06/22"
Field: 1. Did patient complete entire study?

2025-09-29 0912:08 site_invest entered data
Field: 1. Why? Moved away

2025-09-29 0912:09 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."
2025-09-2909:14:04  site_monitor created "Monitor” query with Note
“Investigator to confirm last dose taken with
subject during clinic visit”, Type "Correction’, Use
“Bxternal’

Fiald: 2 1ast dnca of shidy mad: lnknown

Times shown in UTC-04:00

17. Click iﬂ, enable (toggle on) Grouped View.

DFdiscover

5.11.0

Acceptance Test Manual

Date

29/09/25

day
091

14

month

yoar

to close the window.
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83 pashboard

& subjects

& Tasks

@ queries

i Reports

x

&

Reports

dfweb.dfdiscover.com/reports.

A study Tracking

> Subject and CRF Status Overview

> Query and Data Entry Metrics

> Query Overview

A site Tracking

> Enrollment by site
> Visits by Site

> CRFs by site

> Queries by site

> site Subject Status

A Subject Tracking

> History of Changes

> Subject Alias Map

> History of Subject Alias

Acceptance Test Study

- o

* @

site_investigator (site_invest)
explore dfdiscover.com

croupedview @) | Q searcn

18. Select History of Changes under the Subject Tracking reports list.

v & ohues

x

+

€ 5 © % dfwebdfdiscover.com/reports

History of Changes

Filters ©

Sub Fiter
‘ Fields

Date Range

[(wsermame
subject
sites
Visits
Plates
Fields
Levels

Status

19. Enter 99011 in the Subject field, click Date Range in the resulting dialog select the current date and click

History of Changes
Acceptance Test Study

Search by Date and Time ~

Date and Time %

2014-11-1214:0110

2014-11-1214:0110

2014-11-1214:0110

2014-11-1214:0110

2014-11-1214:0110

2014-11-1214:0110
2014-11-1214:0110
2014-11-1214:0110

2014-11-1214:0110

2014-11-1214:0110
2014-11-1214:0110
2014-11-1214:0110
2014-11-1214:0110
2014-11-1214:0110

q

User Name &

datafax

datafax

datafax

datafax

datafax

datafax
datafax

datafax
datafax

datafax
datafax
datafax
datafax
datafax

requested data. Click X to close the report.

v & o

History of Changes

Filters ©

Sub Filter

‘ Fields

x

+

Date Range

(" vsermame

~ Subject

99011

Visits

Plates
Fields
Levels

status

DFdiscover 5.11.0

dfweb.dfdiscover.com/reports.

History of Changes
Acceptance Test Study

Searchby Dateand Time ~

Date and Time %

2025-09-29 0912:09

2025-09-29 0912:09

2025-09-29 0912:09

2025-09-29 091209

2025-09-29 09:12:09

2025-09-29 091209

2025-09-29 0912:09
2025-09-29 09:12:09
2025-09-29 0912:09

2025-09-29 091209

2025-09-29 09:12:09

2025-09-29 0912:09

<

User Name %

site_invest

site_invest

site_invest

site_invest

site_invest

site_invest

site_invest
site_invest

site_invest

site_invest

site_invest

site_invest

Type &

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

Type &

new data

new data

new data

new data

new data

new data

new data
new data

new data

new data

new data

new data

subject &
99001
99001
99001
99001

99001

99001
99001
99001

99001

99001
99001
99001
99001
99001

subject 3

99011

99011

9901

99011

9901

99011

99011
99011
99011

99011

Visit &

visit 3

30

30

30

30

30

30

30
30
30

30

2025-09-29 at 08:21:06 (UTC-04:00)

= Options
Plate $ Data Field § Data Field Description §
DFdiscover Record Status
DFdiscover Validation Level
DFdiscover Image Name
DFdiscover Study Number

DFdiscover Plate Number

subject ID
Visit Number
Visit Date

Any concomitant
medications?

CM #
Any medical history?
MH #
Any adverse events?

AE#

2025-08-29 at 092223 (UTC-0400)

Options
Plate 3 Data Field 5 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

Acceptance Test Manual

> The History of Changes report updates to display the
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20. Click > [Logout] to exit DFweb.
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 [List. Click 007 - Study Termination. Confirm DFVALID displays as "4" for subject 99011.

~ +

3. Select File to close DFexplore.
End Module 17. DFweb Data Entry

o Return to the DFATK application. Click to confirm successful completion of Module 17. DFweb.
Module 18. DFcollect Mobile Data Collection

Overview

Prerequisites:

« Completion of module 1 of Acceptance Test Kit
o DFws 5.11.0 installed and properly configured on DFws server
« Valid DFdiscover license with DFWS and DFCOLLECT license features on DFdiscover server
« Mobile Device with DFcollect 5.11.0 installed from the Google Play Store or Apple App Store
o Mobile Device requires Android™ 10 or later, or iOS®/iPadOS® 16 or greater
o Mobile Device will also need to have access to network to send live data to DFdiscover
e User accounts and roles:
o datafax : Unrestricted
o data_manager : Unrestricted
o site_monitor : site_monitor
o site_invest : site_investigator
« (Optional) SMS or email 2-factor authentication configuration for site_invest

NOTE: For configuration of 2-factor authentication, see Module 1(Installation & Initialization) test step 6 for details on configuring accounts with 2-factor authentication

Client Tools Used: DFATK, DFexplore, DFcollect

Purpose: This module tests the functionality of DFcollect to test online and offline data entry, data review, query resolution, document management, and eSignatures. Data entered
with DFcollect is then verified with DFexplore.

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.

N o o

. Clearing DFcollect cache.
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8. 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-application of eSignatures.
12. Verify DFcollect saves eSignature task data to the specified level.
13. Verify no saved data remains upon uninstallation and reinstallation of DFcollect.

Estimate of Time Required: 35 Minutes

Begin Module 18. DFcollect Mobile Data Collection

1. Start DFATK as described in Module 1 (Installation & Initialization).
2. Click [18. DFcollect Mobile Data Collection] followed by 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.

B21PM Tue May 19

o "
4" dfdiscover 2026

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/

Preferences
User Settings (Enabled After Login)

Exit After 10 = minutes of inactivity
Read Only ® |
Download Documents &
Use Subject Alias ar
CRF Language Default
System Settings
AP Server s tgscover com
Offline Only ® |
Language English .

Privacy Policy

4. Click i > [About DFcollect] Confirm that the version information in the about dialog matches the installed DFcollect Version 5.11.0. Click to return to the DFcollect login
screen.

About DFcollect

4’ dfdiscover

DFcollect Version 5.11.0
Build: Apr 21 2026
® DF/Net Research, Inc.

For more information, visit our website:
www.dfnetresearch.com

Resetting a user login password

1. Click ¢ > [Forgot Password?].

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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DFcollect Version 5.11.0

9 explore.dfdiscover.com

§ Login With Microsoft

PrwJ‘cy P:)hcy
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|.

- o X

v @ SsetPassword x o+
-+ qMTIwMWWNLIONDEWMTQAAPZaEdE=8itkn =edNxvwc8UUEXhr.. ®

SUVJLE7OLOst0kvOz60pziljc/

4: dfdiscover

Change Password

Password changed successfully

2025 D2t Rasaarch In, A Rights Resarved

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. Return 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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DFcollect Version 5.11.0

9 explore.dfdiscover.com v

[}
am Site_monitor

B ceescees &

it

Privacy Policy

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

18 99007 - (Incomplete)

2 99002: (Pending) ®
1& 99003 (Final) ’.g,‘
1& 99004 (Final) ®
| & 99006 : (Final) ©)
§& 99007 (Incomplete) ®
12 99008 - (Final) ©)
§& 99009 (Incomplete) ®
12 99010: (Final) ®
99071 - (New)

99072- (New)

4. Click i > 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 O3 to open Dashboard view.

e 99 / Dashboard

Site: 99 Hospital #99

tupdated
20240307 091016

‘Subject Status Overview: 9 subjects

%

CRF Status Overview: 55 pages

Queries by Status.

\

Outstanding Queries by Type

6. Click View Outstanding Queries located underOutstanding Queries by Type to view all outstanding queries.

DFcollect - Queries: 99 Hospital #39 @

[©~ o v]
=R
T9%001 30 6 Missing Page Missing Page Outstanding
i 99007 21 5 1MonthFollowup Overdue Visit Outstanding
19007 2 5 2MonthFollowup Overdue Visit Outstanding
i 99007 23 5 3MonthFollowup Overdue Visit Outstanding
7 9007 30 7 SwdyTermination Overdue Visit Outstanding
i %9009 0 1 Age (years) Inconsistent Outstanding
1 99009 0 1 Race Missing Outstanding
i 99009 1 2 Pulse (beats/min) Miegal Outstanding

DFdiscover 5.11.0
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7. Click to return to the subject listing.

8. Click &3 to search for a subject ID number, enter 99010. Click , subject 99010 : (Final) gains the focus.

< 99010

& 99001

99002

18 99003 :

12 99004

2 99006 :

& 99007

12 99008

& 99009 :

1 99010:

9. Click subject 99010 : (Final) to view the list of study visits.

(Incomplete)

(Pending)

(Final)

(Final)

(Final)

(Incomplete)

(Final)

(Incomplete)

(Final)

99 / Subject 99010

Im 0: Screening Visits

|m 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.

DFdiscover 5.11.0

(e

© ©

©

©
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11.

12 & &
& 2:Form2
Study 254 51899 / Subject 99010, 1 - Baseline / 2 Form 2

“Patient Number )

99010

“Patient Initials €

Entry Date

*Medication Code # &

“Date of Birth (dd/mm/yy) @

“weight (ko) @

“Weight (Ibs) @

Height (em) @

Height (inches) @

Click Patient Initials. The initials automatically populate this field as a result of the edit check SetInitdescribed 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 E2.

Study 254 / Site 99/ Subject 99010/ 1 : Baseline / 2: Form 2

“Patient Number €
99010

“Patient Initials ©
aRx

Entry Date

1418

*Medication Code # ©

2524

“Date of Birth (dd/mm/yy) @
/889

*Weight (ko) @

*Weight (Ibs) @

Height (cm) @

Height (inches) @

DFdiscover 5.11.0

B

EX}

12. Click S > &3l > 99009 : (Incomplete) > 21: 1 Month Follow-up > 5: Form 5, 1 Month.
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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

“Follow-up Month @

®  1wonn
Q
O 2Montn
) 3Month
) amonth
*Patient Number €
99009 Q

B

“Patient Initials @

Visit Date @
Q R M
*Blood Pressure: Reading 1 systolie
vy Q R
*Blood Pressure: Reading 1 diastolic @
vy Q R

*Blood Pressure: Reading 2 systolic @

13. Click Patient Initials. The initials automatically populate this field as a result of the edit check SetInitdescribed in Module 8. Image Data Entry. Set:
o Visit Date = Click &, select 14/11/18.
click E3.

2 @ @

£ 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 2Monn
) 3Month
aMontn
“Patient Number )
99009 Q

*Patient Initials @

@ -

Visit Date ©
141118 Q R M
*Blood Pressure: Reading 1 systolic @
mmtg. Q R
*Blood Pressure: Reading 1 diastolic @
vy Q R

“Blood Pressure: Reading 2 systolic ©

14. Click &% > &3 > 99010 : (Incomplete) 51: Medication Log Page 1 > 8: Form 8, Pg 51.
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& 8:Form8,Pg 51 a

Study 254 / Site 99 / Subject 99010 / 51 : Medication Log Page 1 /& : Form 8, Pg 51

*DataFax Saquence Number @
51 Q

“Patient Number €

99010 Q

“Patient Initials @

- @ -
*“Medication Log Page Number @

1 Q R M
Total Number of Med Log Pages @

1 Q R M
1. Drug Name ©

e o @ v
1. Type of Change @

O Newbose

Q R M
@  Newdg
O  swpong
O RestartOrg

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.

DFeallect - DFtookup: drugs

@ watch e e © Maten ALL erm O exacty matcnine e

Lookup Field

®  rcom

Resuit

— -
R S

ace medication ace medication

acemeds ace meds

16. Enter prednisone in the Search Terms, Check Match ANY terms. Click to filter results.

DFcollect - DFlookup: drugs

© | prednisone D searcH

@ watcn e eme. © Maten AL erms O Exacty matcnine e

Lookup Field

®  rcom

Resuit
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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.

031 G &

& 8:Form8,Pg 51

Study 254 / Site 99 / Subject 99010 / 51 : Medication Log Page 1 /& : Form 8, Pg 51

u ® ™
®  Newbng
O swpong
) Restart g
1. Date of Change &
8M8 Q R M
. Current Total Dose Per Day (mg) @
250 Q R M
=
1. Reason for Change @
Increased Mean Cell Hemoglobin Conc Q R M @
2. Drug Name @
J— M - B
2. Type of Change @
O Newbose
Q R M
O Newbng
O  stopdg

O RestartDrug

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 E2.

i3 @ @

& 8:Form8,Pg 51

Sty 254/ St 39/ Sbject 39010/ 51 MedicatonLogPoge 18- Form P 51
oxetsone N - i

2. Type of Change &

O Newbose
@  Newdug
O  swpong

©  Restart Drug

2. Date of Change @
2mne Q R M

EXi

2. Current Total Dose Per Day (mg) @
€9 Q R M

2. Reason for Change @

3. Drug Name @

3.Type of Change @

Download subject data for offline use

1. Click | > Storage & Syncing|.
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& Study 254 : Acceptance Test Study

P[] 95Hospital 699

2. Click * to show the subject listing for 99: Hospital #99.

& Study 254 : Acceptance Test Study

w  [J99Hossital 99
(] 99001: 0 visits
[ 99002: 0 vsits
[ 99003: 0 visits
(] 99004: 0visits
(] 99006: 0 visits
(] 990070 vists
(] 99008: 0 visits
(] 99009: 0 visits

[ 99010: 0 visits

3. Check (enable) subjects 99008: 0 visits, 99009: 0 visits and 99010: 0 visits.

& Study 254 : Acceptance Test Study

w  []sHospital 95
[ 9s001: 0 visits
[ 99002: 0 vsits
[ 99003: 0 visits
(] 99004: 0visits
(] 99006: 0 visits
(] 990070 vists
(7] 99008: 0 visits
() 99009: 0 visits

[ 99010: 0 visits
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4. Click k&l 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.

=X

& Study 254 : Acceptance Test Study

> to logout of DFcollect.

Create data records in offline mode, query resolution and adding reasons for data values

5. Click i

1. Click ! > Preferences > Offline Only toggle button to enable Offline Only mode (becomes green). Click .

X

Preferences
User Settings (Enabled After Login)
Exit After
Read Only

Download Documents
Use Subject Alias
CRF Language

System Settings

2o sz

amonen

minutes of inactivity

API Server Sictowcomeom |

Offline Only &
Language English

vt

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.

DFdiscover 5.11.0
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l: dfdiscover 2026

DFcollect Version 5.11.0

Q explore.dfdiscover.com v

[}
am Site_monitor

B ceescees &

Privacy Policy

3. Click 99: Hospital #99 > 99009 : (incomplete) > 21: 1 Month Follow-up > 5: Form 5, 1 Month. Set:
o Blood Pressure: Reading 1: systolic = 142, diastolic = 097
o Blood Pressure: Reading 2: systolic = 134, diastolic = 091

o Blood Pressure: Arm = Right
o Weight (Ibs) = Click "/, select Missing Value from the Code drop-down list. Click [Apply].

click B Click in the resulting Add Query dialog.

£ 5:Form 5, 1 Month

Study 264 / Site 99 / Subject 99009 / 21 : 1 Month Follow-ug / § : Form 5, 1 Month

“Blood Pressure: Reading 1 systolic @

142 mmg Q R

“Blood Pressure: Reading 1 diastolic @

097 mmig. Q R

“Blood Pressure: Reading 2 systolic @

134 b Q R

“Blood Pressure: Reading 2 diastolic @

091 — Q R TRl =

Blood Pressure: Arm @
®  Right Q R ]

O e

Weight (ka) &

Weight (Ibs) @

-~ o @

“Study Med: Did patient return study med? @
.

4. click B > 21: Lab Results.
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& 21:LabResults

Study 254 / Site 99 / Subject 99009 / 21 : 1 Month Follow-up / 21 : Lab Results

“Patient Number )

99009 Q

“Patient Initials €

Collection Date
Q R M
White Blood Cell €
Komet Q R M
=
O asnoRMAL Q R M
O NORMAL @

1 cinany sgnfcsn

Red Blocd Cell @

Mmet Q R M

D) ABNORMAL Q R M
O NORMAL

Q R M

[ ciniaty sgntcan

Hemoglobin @

5. Click Patient Initials. The initials automatically populate this field as a result of the edit check SetInitdescribed 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

o Mean Cell Hemoglobin Conc = 14.1, check (enable) NORMAL

X

& 21:Lab Results

Study 254 /$ite 99,/ Subject 99009 / 21 : 1 Month Follow-up / 21 : Lab Results

[ clinically significant Q R M

Red Blood Cell @

o wmet Q R M
D) ABNORMAL o R M
@®  NORMAL

[ cinicaly significant Q R M

Hemoglobin €

s ot e rR v S
®  ABNORMAL Qe R M
O NORMAL

[ Ciricay signteane e R M

Mean Cell Hemoglobin Conc €

“ e Q R M
) ABNORMAL ol (R (M

®  NoRMAL

[ clricaly signifcant

6. Click "/, to the right of the Hemoglobin “/ABNORMAL/NORMAL]” field.

7. Click [E next to Reason. The DFlookup: REASON dialog is displayed.
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DFeallect - DFfockup: REASON

® watch e e © Maten ALL erm O exacty matcnine e

| Lookup Field

[

Resut

8. Select the Result of Confirmed, this value is correct as entered., Click [OK), followed by then Click L.

& 21:Lab Results

Data entry errr comected

Confiamed, this value s correct as entered.

Data not svailable

Other specify

Study 254 / Site 99 / Subject 99009 / 21 : 1 Month Follow-up / 21 : Lab Results

[ cinical signficant Q
Red Blood Cell @
029 Momet. Q
O enomarL Q
@®  NORMAL
O clinically significant @
Hemoglobin &
065 e Q
@®  ABNORMAL Q
O NORMAL
O clinically significant Q
Mean Cell Hemoglobin Conc @
) v Q
O ABNORMAL Q
@  NORMAL
Q

[ cincaty signfcan

R M
R M
R M
R M

R M
R M
R M
R M

9. Return to the subject listing for 99: Hospital #99 by clicking &3 >

X

& Site 99 : Hospital #99

& 990017 : (Incomplete)

2 99002 : (Pending)

12 99003 : (Final)

12 99004 : (Final)

12 99006 : (Final)

§& 99007 : (Incomplete)

12 99008 : (Final)

& 99009 (Incomplete)

& 99070 (Incomplete)
99011 : (New)

99012 : (New)

DFdiscover 5.11.0

Dashbowd B3

a0 mian

s oronsem
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10. Click i > to view outstanding queries.

DFcollect - Queries: 99 Hospital #99 @

| D) sutiecn 0 Se— - |

 Subject l Visit | Record Field ‘ Category Status. ‘
99001 30 6 Missing Page QOverdue Visit ‘Quitstanding
! 99007 21 5  1MonthFollow-up  Missing Page  Outstanding
I 99007 22 5 2 Month Follow-up Missing Page ‘Outstanding
! 99007 23 5  3MonthFollowup  Missing Page  Outstanding
I 99007 30 7 Study Termination Missing Page ‘Outstanding
! 99009 0 1 Age (years) Inconsistent Outstanding
) 99009 0 1 Race Missing Outstanding
!- 99009 1 2 Pulse (beats/min) lllegal 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)
035

Smoking Status @

Never smoked

Exsmoker

Smokes cigareties

®  smokesppesicigars

Exercise @

@ None,or <1 time/week

O 12tmesmesk
O 4tmesrweek

O >4times/week

*Date of First Study Follow-up @

e

beatssmin

13. Click & to return to Query View. Confirm the outstanding query for 99009 > Pulse(beats/min) field is no longer present. Click .

DFdiscover 5.11.0
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12 99007 : (Incomplete)

99002 - (Pending)

1& 99003 - (Final)

1& 99004 - (Final)

12 99006 - (Final)

12 99007 : (Incomplete)

2, 99008 : (Final)

12 99009 (Incomplete) *

§& 99070 (Incomplete)
sieorsronsesn

99071 - (New)

99072 : (New)

14. Click 99008 : (Final) > 1: Baseline > 2: Form 2. In the Date of First Study Follow-up field click &, select 14/11/18.

Study 254 / Site 99 / Subject 99008 / 1 : Baseline / 2 Form 2

“Pulse (beats/min)
088 beats/min Q R M

Smoking Status @

@  Neversmoked

Q R M
O Examoker
O)  smokes cigarettes
Smokes ppes/cigars
Exercise )
O None,or<1 time/week
Q R M
QO 1ztmesiweek
®  F4timesrweek
QO »4timesiweek
“Date o First Study Follow-up ©
g QR M

Study 254 / Site 99 / Subject 99008 / 1 : Baseline / 2 Form 2

*Pulse (beats/min) &
088 beatssmin Q R M

Smoking Status @

@ Never smoked

Q R M
O Exsmoker
O Smokes siareties
Smokes ppesscigars
=
@
Exercise ©
@  None,or <1 time/week
Q R M
O r2umesmeek
O 34tmesiweek

O -4tmesiveek

*Date of First Study Follow-up @

N - I
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16. Return to the subject listing for 99: Hospital #99 by clicking &% > < Re-open Query View by clicking :

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.

Study 254 / Site 99/ Subject 99009/ 0: Visit 0/1 : Form 1

*Age (years) @
a4
*Sex O
O male Q
@ female
“Race @
afrcan american
asian
other
Race Other, speciy @
Q
Screen 1 Date @
1810118 Q
“Sereen 1: Reading 1 systolic
2 v Q

1
18. Correct Age (years) from 44 to 68. Click & > *  select Resolved from the Status drop-down list. Click [Apply] > .

DFdiscover 5.11.0

R M
R M
R M
R M
R M
R M
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Study 254 / Site 99 / Subject 99009 / 0: Visit 0/1 : Form 1

“Age (years)
: o
“Sex @
© Q
@  female
“Race @

afican american

asion

other
Race Other, specify @

Q

Sereen 1 Date @
187018 Q

*Screen 1: Reading 1 systolic €
2

Study 254 / Site 99 / Subject 99009 / 0: Visit 0/1 : Form 1

“Age (years) @

®  afiican american

asian

other

Race Other, specify @

Screen 1 Date @

18/10/18

*Screen 1: Reading 1 systolic €
2

DFcollect - Queries: 99 Hospital #99 @

| (L) subiocs0 Total Rows 5 v |
| subject | visit | Record Fiold Catagory ‘ Status |
93001 30 6  Missing Page Overdue Visit  Outstanding
! 99007 21 5  1MonthFolow-up  Missing Page  Ouistanding
l' 99007 22 5  2MonthFolow-up  MissingPage  Ouistanding
'I 99007 23 5  3MonthFolow-up  Missing Page  Oustanding
I' 99007 30 7  StudyTerminaon  MissingPage  Outstanding

DFdiscover 5.11.0
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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 B,

NOTE: The Weight (kgs) and Height (cm) fields are auto-populated as a result of edit checks.

Study 254 / Site 99/ Subject 99010/ 1 : Baseline / 2 Form 2

*Pulse (beats/min)

Smoking Status @

@  Never smoked
() Exsmoker
) smokes cigaretes

‘Smokes pipes/cigars.

EI

Exercise ©

None, or <1 time/week

O 1zomestweck

34 times/wesk

» 4 times/week

“Date of First Study Follow-up @
osnane Q R M

22. Click i > [Logout) to logout of DFcollect.

Sync data collected offline to your DFdiscover server

1. Click ! > Preferences > Offline Only toggle button to disable the Offline Only mode (becomes greyed out). Click .

] van-
Preferences
User Settings (Enabled After Login)
Exit After minutes of inactivity
Read Only

Download Documents
Use Subject Alias )
CRF Language

System Settings

API Server dtwe dciseover com
Offline Only
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.
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DFcollect Version 5.11.0
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a site_monitor
B ceescees &

sornet

Privacy Policy

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.

& Study 254 : Acceptance Test Study

99. Hospital #99 * @o

. — ]
4. Click | > [Storage & Syncing).

& Study 254 : Acceptance Test Study

b J9oHosial 499

- — |
Page 262 of 313
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5. Click * to expand list of subjects. Check (enable) subjects 99008: 2 Visits, 99009: 3 visits and 99010: 3 visits.

EX]

£ Study 254 : Acceptance Test Study

o .
’ |s/] 99009: 3 visits * 20230721 134022
’ ] 99010: 3 visits &

amarn e

6. Click K2 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.

1 Q&

( Study 254 : Acceptance Test Study

1m0 008

p (99009 3vss

P [Jso00:3visi

Clearing DFcollect cache

1. Check (enable) subjects 99008: 2 visits , 99009: 3 visits and 99010: 3 visits.
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X

£ Study 254 : Acceptance Test Study

» [i71 99009: 3 visits 24 e 48

P 799010 3visits

Adding, reviewing and downloading subject documents

1. Click &3 > 99008 : (Final) > 1: Baseline > 21: Lab Results.
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& 21:LabResults

Study 254 / Site 99 / Subject 99008 / 1 : Baseline / 21 : Lab Results

“Patient Number )

99008 Q
“Patient Initials €
o - IE
Callection Date
275682018 Q R M
White Blood Cell @
88 Kmet Q R M
@  ABNORMAL Q R M

O NORMAL

O cinicaly signiicant
Red Blocd Cell @

047

e

O ABNORMAL
®  nomAL

[ ciniaty sgntcan

Hemoglobin @

Mmet Q R M
Q R M
Q R M

2. Click to view the attached documents.

3. Click i > [Logout].

viu
[ — ® @
s necato e At et
| ey s pr 20wnaenzs [ ——
University Medical Center, Dept. of Pathology eport Da
123 University Way, City, ST 12345 27-SEP-201
Name: Doe, Fawn, N | AgeiSex: | 68/M ['os:
Patient iD: | 99008-Baseline Status:
Ordering Dr.: | Smith, Alice MO Physician Copy |
SPECH. | 22345 | Collection Date/Time: | 27/09/201(
I Received Date/Time: 2710972011
SPECIMEN: | Whole biood
GRDERED: _| Complete Blood Count and White Blood Cel Diferential
QUERIES:
Test [ Normal | Abnormal | Flag | Units
White Blood Cell (WBC) 188 KimeL
Red Blood Cell (RBC) a7 | L[ MimcL
Hemoglobin (HB/Hgb) |85 | [ [gaL
Hematoeril (HCT) I 95 [t~ [%
Mean Cell Vokime (MCV] I 006 | A [
Mean Cell Hemoglobin (MCH) | 402 | H |pg
Mean Cell Hb Conc (MCHC) 7333 ] [ gidL
Red Cell Dist Width (ROW) 60 | H %
Platelet count 180 | T KimeL
Mean Platelet Volume 78 [}
'WBC Differential | |
Neutrophil (Neut) 8 | %
Lymphocyte {Lymph) |3 | %
Monocyte (Mono} ) T%
Eosinophil (Eos) 5 %
Basophil (Baso) | %
Neutrophil, Absolute 35 | | KmcL
Lymphocyle, Absolute 25| [ KimeL
Monocyte, Absolute o6 | [ KimeL
Eosinophil, Absolute 04 KimclL
Basophil, Absolute o1 ] | Kimel.
Fiag Key: L = Abnormal Low, H = Abnormal Figh, * = criical vaiue
Crmemant- ** Hak of & & and Het nf 10 & ranestad tn e & Smith 21 1390 an -

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 to start 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

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. 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 or SMS as previously defined.

NOTE: Refer to “Creating user accounts and assigning study permissions.” as a valid email address or cell phone number is required for site_invest to receive 2FA codes.

3. From the Subjects list, click Subject 99011 > 30: Study Termination > 7: Form 7.
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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 dose of study medication: Unknown

o Click E3. to save and eSign the Study Termination form.

| Wiy o compphant wh shady meds
[

This page s stgibe for signing

Sy

I L awt dme ot sty e atror Dute 1/

1 Lawt duae of stuy med Umanown

[~ -

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 .

Study 254 / Site 99/ Subject 99011 / 30 : Study Termination / 7 ; Form 7

[ Checked

1. Why? Other, specify @

2. Last dose of study medication: Date @

2. Last dose of study med: Unknown

B2 checked

eSignature Reason

Approved

esignature Name €

site_investigator

eSignature Date @

310724

eSignature Time €

11:09:50

mmas

X}

7. Examine the 4 eSignature fields at the bottom of the page.
8. Click i > to exit DFcollect.

Verify removal and re-application 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 2 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.
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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 o ]

X vin
£ 7:Form7 -
Study 254 / Site 99 / Subject 33011 / 30 : Study Termination / 7 : Form 7
1. Why? Other @
[ checked Q) [Rf|M
1. Why? Other, specify €
Q R M

2. Last dose of study medication: Date €

2. Last dose of study med: Unknown §

[ Checked Q R M ;
eSignature Reason
blank B
eSignature Name ()
eSignature Date §
eSignature Time €

.

5. Click i > [Logouf]to exit DFcollect.

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 > [Task listing].

DFcollect - Task Summary

Name Title Count Mode ‘ Level
eSignatures Study Termination - 5 Validate 4
eSignatures.
Screening Data  Level 1 EDC entry of 5 Validate 2
Entry Blood Pressure Screening
visits.
Screening Data  Review of all patient 5 Validate 3
Review screening data

8. Locate the eSignatures - Study Termination - eSignatures task. Click [Open).
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DFcollect - Task : eSignatures @

|'J_u Total Records : 5 Selectsd Records :0 Subjects :0 |
Site ‘ Subject ‘ Visit | Plate Y

% 99001 30 7

99 99002 30 7

9 99003 30 7

99 99004 30 7

9 98011 30 7

9. From the Subjects list, select subject 99011 > 30: Study Termination > 7: Form 7. Click

y
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 @

] Checked Q][R M
1. Why? Non-comppliant with study meds €
[ checked Q R M

0
1. Why? Other @ =
[ checked Q)[R M

Task
. Why? Other, speciy @

Q R M

2. Last dose of study medication: Date €

2. Last dose of study med: Unknown €

[ creckes Q

eSignature Reason

11. Enter the 2. Last dose of study medication: Date as 02/06/22. Click a2}

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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& 7:Form7 -

Study 254 / Site 99 / Subject 99011/ 30: Visit 30 / 7 : Form 7

[ crecked Q) (R [M

. Why? Other, specify @

2. Lastdose of study medieation: Date €

- Q- -

2. Last dose of study med: Unknown €

[ cheches QR R M

eSignature Reason

Reviewed

eSignature Name €

site_investigator

eSignature Date ©

0724

eSignature Time €

657 hmmss

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.

DFcollect - Record History

PrRr————l

o Jovemen [omemmaros [ovaie

huzecaor 0

[S—

2s0a0r 0463

16. Click ? > [Logouf) 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.

LR
et FLIEGE] e ELE e GE G
sl %
i
e
(.9
Om = wey? ] imseus ws ot

3. Select > to close DFexplore.
Verify no saved data remains upon uninstallation and reinstallation of DFcollect.

1. 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
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assigned password in the Password field. Click to login.

835PM Tue May 19

4: dfdiscover 2026

DFcolle

Q explore.dfdiscover.com v
: site_monitor
Bl cososses &

sornet

2. Click > Storage & Syncing|.
3. Click * to show the subject listing for 99: Hospital #99.

4. Select at least one subject id that contains data, and click &2l to download the subject(s). 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.

5. Click * > to logout of DFcollect. Then, close the application.
6. Using your mobile device’s normal unistallation tools, uninstall/remove DFcollect from the device.

7. Using the same steps from the Installation, App Preferences section of this chapter, re-install DFcollect on your device. Once done, re-open the application and log in as
site_monitor.

8. Click i > [Storage & Syncing), then * to show the subject listing for 99: Hospital #99.

9. Check the subjects that you had previously downloaded in step 4, verify that there is no existing data downloaded for this subject. There should be no ® icon indicating that the
subject has stored data, and the option to delete the subject data should not be present.

X

£ Study 254 : Acceptance Test Study

10. Logout of DFcollect and close the application as in step 5

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
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Overview

Prerequisites:

Completion of module 1 of Acceptance Test Kit
DFws 5.11.0 installed and properly configured on DFws server
DFweb 5.11.0 installed and properly configured on DFweb server
DFengage 2.5 installed and properly configured on DFengage server
Valid DFdiscover license with DFWS and DFENGAGE features on DFdiscover server
Mobile Device with DFengage installed from the Google Play Store or Apple App Store
o Mobile Device requires Android Version 8.0 or higher, or iOS version 14.4 or higher
o Mobile Device will also need to have access to network to send live data to DFdiscover
User accounts and roles:
o datafax : Unrestricted
o data_manager : Unrestricted
o site_monitor : site_monitor
o dfeproagent created according to System Administrator User Guide

Client Tools Used: DFATK, DFexplore, DFadmin, DFsetup, DFweb, DFengage

Purpose: This module tests all functionality related to the DFengage mobile and web applications for ePRO data capture from study participants. It includes the creation of ePRO user
accounts in DFadmin and the management of ePRO users in DFweb as well as verification of data submitted from DFengage in DFexplore.

Tests & Requirements

1. Create DFengage users role in DFadmin

. Add bulk DFengage users accounts to DFadmin
. Installation and initial DFengage login.

. Complete a task in online mode.

. Complete a task in offline mode.

o o ~A 0N

. Sync data collected offline to your DFdiscover server.
7. Resetting a user login password.
8. Enter data in DFengage web.
9. Configure and 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.

. Specify a Username and datafax, and the assigned user password in the Password field. Click . to complete login and continue.

. 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.

o o »~ 0N

. 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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Mame  aPROdaa
Descrption

Stucy Reparts

8. Click Permissions tab.

9. Set plates 31-34 data permissions as follows:

o

Visits = 301-303,310-319

Plates = 31-34

o

Levels = ALL

o

o

Modify = 1-5

Write Levels = 1

o

o

Data = Check (enable) CM (Create, Modify)

o

Reasons = Check (enable) M (Modify)

Get Show Show Madify Write Data Queries Reasons
Visits  Plates Levels Hidden Fields Int. Queries  Levels Levels cC M D L P cC M D A R C M D A
3013 (3130 AL | () Show (O show 15 |1 [@lele] 0O 00|00 @] (ORI i
O show () show O O00O0Oo O O00O0Oo 0000
10. Set plate 30 data permissions as follows:
o Visits = 300
o Plates = 30
o Levels = ALL
o Modify = 1
o Write Levels = 1
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 C M D A
301-3. (31:34 (AL () Show (O Show 151 000 00000 @] 00
00 |30 Al (D show O show 1 1 O 0000 O 00 0o 0000
O show | show 000 0|0 000 0|0 0|00 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].
14. Select dfeproagent to make it the active user. Click the Permissions tab and assign add a row for the ATK study:
o Study = 254 Acceptance Test Study
o Sites = ALL

o Subjects = ALL
o Role Name = ePROdata

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
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o Set an Initial Password by entering a password of your choice.

o Click |Add 15 user accounts|, in the resulting confirmation dialog click to add the defined user accounts.
Click [Close].

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 [File] > > [Exif] 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.

~ & Diweb x o+ - (u] X

€ 5 C = explore-dfwebdfdiscover.com/epro Yt @  Acionrequired i

©ePRO Subject Registration - Subject 99015

Provide the subject’s details and confirm their subject ID to complete the registration.

Default-English

‘ UTC-05:00 America/Toronto (EST)

Confirm subject ID

send invite via email
Preview invite

| 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

o 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

Oick [Fegites » O
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<« > ¢ %5 explore-dfweb.dfdiscover.com/epro R+ g ©  Action required }

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

viewinuie “

9. Click [View invitation), confirm the displayed invite is the same as the one received 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 @ Dengage x4+ - o x

€ 5 C % dfengagewebdfdiscover.com/login X % @ Adonrequied }

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:/dfweb.dfdiscover.com/?server=explore.dfdiscover.com&api=dfws.dfdiscover.com or the DFengage web 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. 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].

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
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Allow DFengage to send you notifications?

Alow

Dot alow

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 recive notifications
about new activities on time.

Allow Background Running

11. Select default from the Pick Your Language dropdown, click [Continue]. The DFengage training prompt is displayed. Click [Learn about DFengage now|.

Welcome
to DFengage

DFengage helps study participants like
you complete research activities.

This training will help you get
comfortable using DFengage

Leam About DFengage Now

Stp ining
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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.

2
e

i

&3
e

Learn More ABout DFengage -

« o backto previous screen
Suptraining

13. Click to proceed until all training slides are complete. Click [See Today’s Activities| to proceed to the main activity page.

DFengage Training Complete!

Vou've successfully completed the training,

See Taday'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 [Next.
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*Today's date:

01/08/2023

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.
= |s 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)
= Muscle Aches = Unchecked (disabled)
= No Symptoms = Unchecked (disabled)
o On a scale of 1 to 10, with 1 being the least 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

Ready to submit your responses?

No further changes will be possible.

-

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.
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6. Click for the sent eDiary Day 1 entry. Confirm that the fields are unable to be changed.

aiary bay1 ®

*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).

DFdiscover 5.11.0 Acceptance Test Manual Page 278 of 313



Compieted

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:

Pain = Quite a bit

o

o

Redness = Not at all

o

Swelling = A little bit

o

ltching = A little bit

o

Nausea/Vomiting = Not at all

Headache = Not at all

o

o

Fatigue = Very Much

o

General feeling unwell = Quite a bit

Joint aches = Not at all

o

Muscle aches = A little bit

o

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?

Ne further changes will be possible.

o -

7. Click [History), confirm eDiary Day 2 as Pending with the current date and time of completion, and eDiary day 1 is synced (displayed as Sent).

DFdiscover 5.11.0 Acceptance Test Manual Page 279 of 313



History &

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.

History &

eDiary Day 2
Completed Taday at &:57am

&Diary Day ® sent
Completed Today at g:48am

i o

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].
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DFengage

Set New Password

You need to create a new password before continuing

New Password

Confirm Password

Create Password

OPrivacy Policy

DFengage Version 2.4.0

“: dfdiscover

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:

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 2.5.0 version is displayed, and that the Username and Server
Name fields are auto-populated.

2. In the DFengage login dialog, enter the assigned password in the Password field. Click [Cogin).
3. Select default from the list of Available Languages, click [Continue].

4. Click to proceed through all training slides. Once complete, click [See Today’s Activities| to continue to the main activity page. From there, open the activity labeled eDiary
Day 7.

5. 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 .
6. 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 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 your 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
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= 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 [Finish] > 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.

Configure and receive DFengage notifications

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

2. Click > [ePRO Notifications| in the file menu to open the ePRO Notifications dialog.

3. Select the Generic New Activity Reminder notification entry with ID 1. Confirm the following properties are defined for this notification:

o Days =0

o Hours =0

o Minutes =0

o Direction = After

o Title = New Activity

o Message = It's time for your next activity. Please open the app to complete it now.

" DFsetup - ePRO Notifications - Acceptance Test Study

View ePRO Neotifications ~
> Label Langs Visit Timing Status
I o N T S N
2 Generic Overdu... 0 Al - Active

Add Delete Duplicate

4. Click the Generic Overdue Activity Reminder notification with ID 2. Confirm the following properties are defined for this notification:

o Days =0

o Hours =0

o Minutes = 0

o Direction = After

o Title = Overdue Activity

o Message = Oops, you missed your last activity. Let's get back on track now.

= [m]
D Label
1 Generic New Activity Reminder @ Active
Netification Type
Due - Sent at scheduled time ~
Visit Reference
All Visits ~
Netification Timing
() Set Time © Offset from Visit
Days Hours Minutes Direction
0 Rk s o s After
Notification Content Default-Englis Clear
Title
New Activity
Message
It's time for your next activity. Please open the app to
complete it now.
History Revert Save Done
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| DFsetup - ePRO Notifications - Acceptance Test Study - o x

View ePRO Notifications ~
1D Label Langs Visit Timing Status D Label
1 Generic Mew ... 1 All - Active 2 Generic Overdue Activity Reminder (8 Active
T T T
Notification Type
Overdue - Sent only if linked activity incomplete ~

Visit Reference
All Visits ~

Notification Timing

() Set Time © Offset from Visit
Days Hours Minutes Direction
0 o HRK T After
Notification Content Default-Englis Clear
Title
Overdue Activity
Message

An activity for {{STUDY_NAME}} is everdue, Please open the
app tiwmplete it as soon as possible)

Add Delete Duplicate History Revert Save Done

5. Click to add a new notification with ID 3. Enter the information for the new notification as follows and click to add the new notification to the study.

o Label = Upcoming Survey 9am
o Active = Checked (enabled)
o Notification Type = Due - Sent at scheduled time
o Visit Reference = Visit 315 - ePRO Day 2 Survey T-09:00
o Notification Timing
= Offset from Visit = Checked (selected)
= Days =0
= Hours =0
= Minutes =5
= Direction = Before
o Title = {{PARTICIPANT_NAME}}, a new survey is coming!
o Message = A new survey for {{STUDY_NAME}} will be available in 5 minutes. We would greatly appreciate your feedback.

" DFsetup - ePRO Notifications - Acceptance Test Study — a X
View ePRO Notifications v
D Label Langs Visit Timing Status D Label
1 Generic New . 1 Al - Active 3 Upcoming Survey © Active
2 Generic Overdu... 1 All - Active
Notification Type
Due - Sent at scheduled time ~
Visit Reference
Visit 315 - ePRO Day 2 Survey T-09:00 ~

Notification Timing

() set Time © Offset from Visit
Days Hours Minutes Direction
0 HEK SR < Before
Notification Content Default-Englis Clear
Title

{PARTICIPANT_NAME}, 3 new survey is coming!

Message

A new survey for {{STUDY_NAME}} will be available in 5
minutes. We would greatly appreciate your feedback.

Add Delete Duplicate History Revert Save Done

6. For each of the remaining ePRO Day 2 Survey visits outlined in the visit map:

o Visit 316 - ePRO Day 2 Survey T-10:00
o Visit 317 - ePRO Day 2 Survey T-12:00
o Visit 318 - ePRO Day 2 Survey T-14:00
o Visit 319 - ePRO Day 2 Survey T-16:00

With notification ID 3 selected, click [Di e| to create a new notification for each of the above visits, substituting the Visit Reference field for the appropriate visit and Label
value to reflect the corresponding time (10am, 12pm, 2pm, 4pm).
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_ DFsetup - ePRO Notifications - Acceptance Test Study = [m}
View ePRO Notifications ~
D Label Langs Visit Timing Status D Label
1 Generic New ... 0 All Active 7 Upestring Survey 4pm @ Active
2 Generic Overdu... 0 All Active
Notification Type
3 Upcoming 1 Visit 315 -5 min Active
Due - Sent at scheduled time v
4 Upcoming 1 Visit 316 -5 min Active
Visit Reference
5 Upcoming 1 Visit 317 -5 min Active Visit 319 - ePRO Day 2 Survey T-16:00 .
6 Upcoming 1 Visit 318 -5 min Active
Notification Timing
Days Hours Minutes Direction
0 =HRE] sl [s :  Before v
Motification Cantent Default-Englisl Clear

Add Delete Duplicate

7. Click to save changes to the notifications and then to close the ePRO notifications dialog. Then Click > to quit DFsetup.

Title
{[PARTICIPANT_NAMEJ}, a new survey is coming!

Message

A new survey for ((STUDY_NAMEJ) will be available in 5
minutes. We would greatly appreciate your feedback.

History Revert Save Done

8. 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.

9. Click (7 Subjects , select 99014 > 300: Study Injection 1 to open the 30: Study Injection page.

~ 4 Dfweb x o+

« C % explore-dfweb.ddiscover.

’: dfdiscover

Subject 99014

g B

B

B

30: Study Injection

®

4/sites/99/subjects/99014visits/300/plates/30

Acceptance Test Study

study 254 | Site o /

= 30: Study Injection
* Visit

* Participant ID

Date of injection

Time of injection

Surveys required?

99014

DD/ MM/ YYYY

hhmmiss

[ Additional surveys required

- o %
b e ®  Action required }

site_monitor (site_monitor) :
exploredidiscover.com  ®

10. 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 i > to exit DFweb.

11. Open the DFengage mobile application. Login as user atk_99014 (See: DFengage Login). Select default from the Pick Your Language dropdown, click .

12. Close DFengage on the device and await the time designated for one of the custom notifications defined in step 5 and step 6(9am, 10am, 12pm, 2pm, 4pm). 5 minutes before the
generic notification arrives, confirm that the expected custom nofication arrives.

NOTE: as the date of injection was already set to Yesterday's date in step 10, the notification system may send additional notifications prior to the scheduled notifications
outlined in this step and the following steps, as prior defualt notification times may have already passed.

13. Wait for an additional 5 minutes until scheduled notification time. 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.

14. Click either of the notifications to open DFengage and enter PIN to login.

15. Click next to the Survey Day 1 @9am set:

o Click Today's date, Select a date of 04 Nov 2025. Click
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o Please indicate on the scale how your health is TODAY. = 74
o How would you rate your pain on average = 6

Click [Finish], then to submit the Survey Day 1 @9am survey.
16. Click History and Confirm the entry for Survey Day 1 @9am.

& i &

History aday settings

17. Click Settings > > [Logout|.

18. Login again as user atk_99014 (See: DFengage Login). This time selecting French from the Pick Your Language dropdown, click [Continue].

19. Verify the questionnaire descriptions are in French. Locate Journal électronique Jour 1, click , verify Today’s date is displayed as Date du jour :.

Confirm logout of DFengage application clears data history

1. Still logged into DFengage, click History.

2. In the History Page, confirm that no entries exist.

= &

History Today Setting:

3. Click Settings > > [Logout].

Confirm data sent to the server using DFexplore

1. Login to DFexplore, Open subject 99015 > 301: ePRO Date of Injection > 31: eDiary Day 1. Confirm the data previously entered now appears in DFexplore.

2. 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 & Build Date

Server FQDN & OS

Server Azure SMS Config &
Region

DFdiscover Tools Build Version
& Date

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.

& Date

DFdiscover Tools Build Version

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. Login 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. Review 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

DFweb Version & Build Date

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.
Pass Fail 13. Verify no saved data remains upon uninstallation and reinstallation of DFcollect.
DFws API used for testing
DFcollect Version & Build Date
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. Configure and receive DFengage notifications.
Pass Fail 10. Confirm Logout of DFengage application clears data history.
Pass Fail 11. Confirm data sent to the server using DFexplore.

DFws API used for testing

testing

DFengage Web URL used for

Date

DFengage Version & Build

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., 5.11.0 ), 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.

« 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.

o 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 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.
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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, lhash, 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.

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
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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 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.

4. 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
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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.

5. 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.

6. 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.

7. 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.

8. 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.

9. 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.

10. 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.

11. 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

12. 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.

13. 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.

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
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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.

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).
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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.

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
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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.

. 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 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.
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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 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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