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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:

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:
o Emphasized words are shown as follows: emphasized words.
« Filenames appear in the text like so: dummy.c.
« Code, constants, and literals in the text appear like so: main.c.
« Variable names appear in the text like so: nBytes.
« 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

DFdiscover includes 3 primary tools:
1. DFexplore for study data management,
2. DFsetup for creating new study databases, and
3. DFadmin for user and study administration.

This guide explains how to use DFsetup. This introduction covers DFdiscover study configuration components, describes the steps required to create a new study
database, and provides suggestions for testing your study setup. The next chapter, Using DFsetup - An Overview, provides an overview with screenshots of the
main dialogs. This is followed by a chapter, Defining Data Fields, that explains how to create modules and define fields within them, optionally get study CRFs into
DFsetup and assign the data fields on each unique page. The remainder of the guide explains each of the study setup options, in a separate chapter for each of
the main menus: File Menu, Field Menu, Study Menu and View Menu.

Study Setup - Components

We start with a list of the components that make up a DFdiscover study database. Use this as a guide to identify the information needed before using DFsetup to
create a new study.

Study case report forms (CRFs) may be designed in a word processing or graphics program, saved as a PDF file,
and then imported into DFsetup modules and data fields have been defined.

In a paper-based study, the same CRFs used to capture data for submission as an image to a DFdiscover
server, also appear in the screens used to enter data and send it to the server over the internet. This dual
purpose means that data entry screens do not need to be programmed, and that sites can easily switch between
submitting data via paper CRFs and electronically via EDC tools. It also means that CRF designers need to
realize that they are simultaneously designing the paper CRFs and data entry screens for the study. For example,
if a hidden data field is to appear (for specified users only) in the EDC tools, white space must appear on the
paper CRF where this field will be located.

CRFs

For a description of DFdiscover CRF design guidelines see CRF Design Guidelines.
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Plates

In most studies some CRF pages are repeated at follow-up visits or on each occurrence of some event. In
DFdiscover the term plate is used to refer to a unique CRF page consisting of a set of data fields and their layout
on a CRF page. Each plate corresponds to a data entry screen in the data collection tools and to a data table in
the study database.

When CRFs are imported into DFsetup (see Import CRFs), any title and instruction pages are typically discarded
and one copy of each unique plate is preserved. The copy of each plate that is imported is used to define the data
fields on that plate, and also as the background for that plate in DFexplore or DFweb.

If CRFs have different background types, such as translations, add the categories to the CRF Type Map before
importing the CRFs.

Plates can also be created without importing CRF backgrounds, by designing an eCRF directly in DFsetup. See
Add eCRF Plate for details.

Key Fields

Each CRF page must contain 3 key fields which together uniquely identify each data record in a DFdiscover
study database.

1. Plate: Each page or plate is assigned a unique number in the range 1-500. This key field always appears in
the barcode at the top of the page.

2. Visit: Each visit is assigned a unique number in the range 0-65535. This key field may appear in the
barcode at the top of the page, or as the first data entry field on the plate.

3. Subject: Each study subject is assigned a unique identification number in the range 0-281474976710655.
This key field must always appear as a data entry field, immediately after the visit key field at the top of the
page.

Styles

A style is one of the properties that must be specified for each data field. Styles include default specifications for
all data field properties: type, name, description, legal values, coding, etc. Each of these properties may be
locked in the style or left open so it can be changed at the field level.

DFdiscover includes simple styles for each of the supported data types: check, choice, number, string, date, time
and visual analog scale (VAS), and allow users to define study specific styles. Creating study specific styles with
default and fixed property values is highly recommended because: it makes entering field definitions easier,
ensures that fields which should have the same properties do, and makes it much easier to modify properties
when the need arises.

Styles are defined using the Styles dialog. See Styles for a complete description of styles and all data field
properties.

Modules

Modules are a layer between plates and fields that allow grouping of fields. Each module has a unique name.
Fields are defined within a module before mapping them to the plate layout. This work can be done before CRFs
are imported. You can have as many modules as you like, but modules cannot contain other modules and fields
cannot be part of more than one module. Modules can be used more than one time, even on different plates.
Each instance of a module is assigned a module number that can be used to refer to a specific field on a plate
with repeating modules. See Modules for a complete description.

Data Fields

DFdiscover supports the following data types:
« number - an integer or fixed decimal value
« date - any combination of year, month and day
o time - either hh:mm or hh:mm:ss format
¢ check - a single box which may be checked or unchecked
e choice - a list of 2 or more mutually exclusive options
e string - a text field
o VAS - visual analog scale

For a description of DFdiscover data types and limits see Data Types , and for CRF design guidelines for each
field type see CRF Design Guidelines.

The properties of each data field are specified in the DFsetup Modules view. The location of each data field is

specified in the DFsetup CRF window window where the imported plates are displayed. A field is mapped to a
plate by clicking its data entry boxes or dragging out a data entry widget to identify its location on the plate, and
then selecting an unassigned field from a module.

DFdiscover supports copy and paste of individual fields and field groups both within and across CRF plates, and
allows style, module, and field definitions to be imported from other studies.

See Defining Data Fields for instructions on defining modules and data fields.




Visits

Each study has different subject visit scheduling requirements. Some are simple with one series of visits from
screening to a final follow-up for all subjects, while others have multiple visit cycles and conditions that determine
whether a particular CRF page, visit, or cycle is required, that signal the end of one cycle and the beginning of
another, or that mark the end of subject follow-up.

A schedule comprised of all required and optional study visits and repeating forms along with all required and
optional plates that may be collected at each visit must be specified for each study. This defines the subject
binders used in the EDC tools and also allows DFdiscover to create subject schedules and generate queries for
overdue visits and missing pages.

This user guide shows how to enter visit map specifications and explains all of the rules and describes all of the
available options. To learn how to design a DFdiscover visit map see Subject Visit Scheduling To learn how to
enter your specifications see Visit Map.

Sites

Each patrticipating clinical site responsible for subject recruitment and follow-up must be registered before data
from that site can be entered into the study database. Each entry identifies the site ID and name, the contact
person who will receive Query Reports, the subject ID numbers belonging to the site, and other optional
specifications all of which are fully described in this guide at Sites.

Subject Aliases

As described earlier in this section, each subject is assigned a unique numeric identifier. This identifier is an
intrinsic, required database property of each data element related to a subject. In many studies, this numeric
identifier is all that is needed for unique subject identification. In some studies however, a non-numeric, string, or
formatted identifier is required to meet external requirements. For example, rather than having subject identifier
33002, the subject may be known as C01-3002-A. In DFdiscover this is accomplished by defining C01-3002-A
as the subject alias for the subject identifier 33002. All internal, database management of the subject data is
performed with the subject identifier. However for presentation purposes the subject alias may be preferred.

Definition of subject alias is a study option. Specifications for definition are described in this guide at Subject Alias
Map.

Translations

Language translations for field Prompt, Description, Coding Labels, and other text properties can be entered in
the Translations view.

Definition of translations is a study option. Specifications for definition are described in this guide at Translations.

Edit Checks

Edit checks can be programmed to perform data consistency checks, use lookup tables, calculate total scores
and unit conversions, generate queries, send someone an email message, log an event, etc. Edit checks are
entered, checked and published using the Edit checks dialog described in Edit Checks.

A description of the DFdiscover edit check programming language is beyond the scope of this guide, but is fully
described in Programmer Guide. Edit Checks.

Conditional Terminations

Follow-up for some subjects may terminate early within one visit cycle or for all visits in all cycles, being signaled
by some event recorded in a database field. Termination triggers are specified in the conditional termination map
as described in Conditional Terminations.

For a detailed explanation of conditional terminations see Subject Visit Scheduling.

Conditional Cycles

Some visit maps have more than one cycle of visits, each cycle being required, optional or conditional, and each
starting with a new baseline visit. The conditions which make a cycle required, optional or unexpected are
entered using the Conditional Cycles dialog as described in Conditional Cycles.

For a detailed explanation of conditional cycles see Subject Visit Scheduling.

Conditional Visits

Each visit is defined as required or optional in the visit map, but this may be changed by rules specified in the
conditional visit map using the Conditional Visits dialog as described in Conditional Visits.

For a detailed explanation of conditional visits see Subject Visit Scheduling.

Conditional Plates

Each visit in the visit map may include a list of required and optional plates, but this may be changed by rules
specified in the conditional plate map using the Conditional Plates dialog as described in Conditional Plates.

For a detailed explanation of conditional plates see Subject Visit Scheduling.
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Each data record in a study database is uniquely identified by 3 keys: the subject ID, visit number, and plate
number. Queries are further identified by 4th and 5th keys, the data field to which they are attached and the query
category. When Query Reports are sent to the clinical sites queries are identified by these keys. The subject ID is
meaningful and the field number is automatically replaced in the Query Reports by the field description so it too is
meaningful. The visit and plate numbers may not be very meaningful to the sites and thus need to be replaced
with descriptive labels. This can be done using the Page Map dialog as described in Page Map.

Page Ma|
9 P In an EDC study, a Page Map may not be required because the data collection tools provide links between the
queries and the relevant data fields which makes it easy for the site to review outstanding queries and jump to the
relevant data fields to make corrections or enter an explanation. Page map labels appear in DFexplore DFweb,
and DFcollect data views where they replace the plate labels in the subject binder navigation list. In an EDC or
paper-based study, where queries are sent to the sites in Query Reports, page map labels should be defined. In
EDC studies the page map is also helpful for customizing the plate label for different visits.

A list of missing value codes and labels can be specified using the Missing Map dialog as described in Missing
Missing Map Value Codes. Missing value codes may be applied to fields for which the'need' property has been defined as
optional or required, but can not be applied to fields defined as essential.

Query Category Ma DFdiscover includes a generic set of category codes for identifying queries and more categories are needed,
y gory flap additional categories can be added with the Query Category Map dialog as described in Query Category Map.

In Query Reports, queries are always sorted in ascending order by subject ID. Within subject the default sort
Sort Map order is ascending by visit number, and within visit, ascending by plate number. But this within subject sort order
can be changed using the Sort Map dialog as described in Sort Map.

tables are used in edit checks to retrieve information based on a specified string match. The name used to refer
to each lookup table in edit checks, and the name of the lookup table file (stored on the DFdiscover server in the
study lut directory) must be specified using the Lookup Tables Map dialog as described in Lookup Tables.

Lookup Tables DFsetup also includes a lookup table editor which can be used to add, modify and delete entries in each of the
study lookup tables, as described in Lookup Tables.
For a explanation of how lookup tables are used in edit checks see Programmer Guide, Edit Checks.
. The titles used in the standard DFdiscover Query Reports created by DF_QCreports can be customized using
Query Titles

the Query Titles dialog as described in Query Titles.

A cover sheet can be included with each Query Report created by DF_QCreports. Different cover sheets can be
Query Covers specified for different clinical sites. Query Report cover sheets are entered using the Query Covers dialog as
described in Query Covers.

Messages can be included at the bottom of Query Report cover sheets. Different messages can be specified for
Query Messages different clinical sites. Query Report messages are entered using the Query Messages dialog as described in

Query Messages.

For studies using DFengage, configure the reminders for participants when activities become available or are
overdue. Details are described in ePRO Notifications.

ePRO Notifications

Users interested in a level of detail that includes the underlying file formats for storing study setup specifications can consult Programmer Guide. DFdiscover Study
Files.

Study Setup - Step by Step

This section describes the steps needed to create a new study database, identifies dependencies between setup components, offers tips to help you avoid
problems and make the process as efficient as possible, and describes what can and cannot be changed once a study is in production.

Study Setup Steps
1. Study Registration: Before anything can be done in DFsetup a DFdiscover administrator using DFadmin must:
o register the study on the DFdiscover server specifying: a unique study number, a study name and a study home directory.
o create at least one study role with permission to use DFsetup
o grant this role to at least one user

These steps are described in System Administrator Guide, Adding a New Study.

2. Study CRF Backgrounds: This step is optional. Study CRF backgrounds are not required for studies where there is no analogous paper CRF. In such
studies, eCRFs are defined directly with DFsetup without backgrounds.

Paper CRF backgrounds must be created in a word processing or graphics package, barcoded (if DFdiscover will receive scanned CRF images for data
entry), and saved in PDF format for import into DFsetup. The CRFs are used to create the background of the data entry screens used in DFexplore. For CRF
design guidelines for paper see CRF Design Guidelines.

3. Subject Scheduling: A visit map must be created for each study. The sequence of subject visits and repeating forms and the plates used at each visit define
the subject CRF binders that appear in DFexplore and thus data entry cannot be performed until a visit map has been specified. The visit map refers to the
visit and plate key fields that appear on each CRF page, thus CRF design and Visit Map design should go hand in hand. For a complete description of visit
map components and rules see Subject Visit Scheduling.
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4.

DFsetup Permissions & Locking: The DFsetup program can be used by anyone with permission to connect to the DFdiscover server where all study setup
information is stored. What a user can do in DFsetup is determined by the permissions granted to their study role by a study administrator, using DFadmin.
Some users may have view only permission, others may be able to define and modify specific setup components, and others may have full permission for all
components.

More than one user can access a study in DFsetup at a time but only one user at a time can edit each of the setup components. While one user has a
configuration file open and locked, other users can open it in view only mode.

Users can choose to login in view only mode, or to edit configuration files only - without being able to change data fields. By selecting the minimum access
mode necessary to accomplish the task at hand users can leave locks free for other users who may need them. Thus, an understanding of how DFsetup
permissions and locking work will help you cooperate with other users who share study setup responsibilities (see Access Modes).

. Global Settings: Global study specifications can be changed at any time, but should be set as one of the first things you do in DFsetup when defining a new

study, because they include default values that have an impact on the definition of styles and data fields.

See Global Settings.

. Define Modules: Modules are groups of fields. Before fields can be mapped to a CRF they must be defined within a module. Modules should contain

variables that logically go together. For example, when recording adverse events all variables that are used to describe an event should be included in a
module. If there is more than one event on the page, each event is an instance of a module.

See Modules.

. Import CRFs: Once modules are defined, plates are created. The definition and layout of a plate can be based upon a paper CRF background or an eCRF.

o For a paper CRF or CRF background, a blank copy of each CRF plate must be imported. Plates can be imported individually or many plates can be
imported at one time. Title and instruction pages can be discarded during import and users can select which plates to import and which to discard. It is
possible to import a revised version of a CRF plate to replace an old one.

The file to be imported must be a PDF and reside on the user's local computer. You can also import CRFs from the DFdiscover server if you have
access to the file system where the CRF file is stored.

See Import CRFs.

o For an eCRF, there is no blank copy to import. Simply choose [Study] > [Add eCRF Plate] and assign a plate number.

. Import Setup: If a plate already exists in another study all of the style and module definitions can be imported from that study. The import is just a copy that

can then be modified in the new study. Before defining new data modules, consider whether it is possible to reuse work that has already been performed in
another study.

For organizations with their own server, you might also want to consider creating a special DFdiscover database to store predefined versions of frequently
used modules or plates. Such a CRF Library database can provide one standard location where such modules or plates can be registered and tested, and
where any necessary modifications can be maintained over time.

It is also possible to define your database specifications in Excel in the appropriate DFdiscover structure and import the Excel file into DFsetup as the
starting point for the database build. Start with a setup export to Excel from any existing DFdiscover study and modify as needed for the current study.

See Import Setup.

. Plates: Use this dialog to enter a descriptive label and other plate properties for each unique plate in the study. If plate definitions have been imported from

another study the plate descriptive label and plate properties will be imported as well, and can then be modified in the Plates dialog if necessary.

See Plates.

. Data Styles: Every data field definition begins with the selection of a style that specifies the data type (number, string, date, check, choice and VAS) and

other properties. These properties can be locked in the style so they cannot be modified at the field level, or left as default values which can be over-ridden
when a field is defined.

DFdiscover includes a number of Simple styles that should be reviewed and modified as needed for the study at hand. For example the SimpleDate style's
format and legal range should always be modified as appropriate for the study.

You should also review the CRFs and decide what study specific styles are needed. Common examples include:
o a YesNo style used to lock the coding for data fields consisting of Yes / No choice options.
o a StudyDate style used to lock the format and legal range for events occurring after the study start date.
o a SubjectlD style used to lock all properties of the subject identification field that appears on each CRF page.

Time spent creating a complete set of styles will both simplify data field definitions and ensure that properties that should be consistent across a set of data
fields cannot be entered incorrectly when defining individual fields.

See Styles.

. Annotated CRFs: When using paper CRFs or CRF backgrounds, it may be helpful to annotate the CRF backgrounds in advance before beginning to define

data fields. One version of the CRFs might be annotated with field numbers and style names, while another might be used for field level properties like field
names.

If you do this, remember to number the visit key field as field 6 if it is not in the barcode or predefined in the visit map, and that subject ID must be field 7 on
every CRF plate. DFdiscover includes 3 header fields you do not need to define: status, workflow level, and primary image, and 2 which must be in the
barcode: study number and plate number, so the first 5 fields are always predefined.

. Data Fields: For paper CRFs or CRF backgrounds, defining a data field requires:



o first locating the field on the CRF page,

o then selecting the appropriate module and field.
This process must be repeated for each data field on each plate, but copy and paste can be used to reduce some of the effort. For example, the subject ID
field must appear at the top of every CRF plate, and in some studies this is always followed by subject initials and the visit date. Such common fields can be
defined on the first plate and then copied and pasted on all other plates.

Some CRF plates may be comprised of a repeating blocks of fields, e.g. allowing data on several medications or medical history items to be recorded on the
same page. Here too copy and paste can reduce the effort.

See Defining Data Fields.

. Sites: Each clinical site that contributes subject data must be registered using the Sites dialog. A site will not appear in the data collection tool and thus data

entry cannot be performed for that site until it has been registered.
The required fields for each site include:

o a unique site ID in the range 0-21460

o

name of the site coordinator or chief contact person

<)

name of the clinic, hospital or institution

o

email address(es) and/or fax number(s) to which Query Reports are sent
o list of subject ID numbers and ranges used by the site
All other site properties are optional but a "Replyto” email address is highly recommended if Query Reports will be emailed to the clinical sites.
The site properties, including the subject IDs that belong to a site, can be changed at any time during the study. If a subject ID is moved from one site to
another (e.g. because the subject moved) all subject data and metadata records will appear under the new site in the data collection tool and any outstanding

queries will be included in the next Query Report sent to the new site.

See Sites.

. Subject Aliases: This is an optional step. If subjects are identified externally by a key that is not a numeric identifier, those keys will be defined in

DFdiscover as aliases for the unique numeric subject IDs. Internally, numeric values are always required for subject IDs. In site definition, for example,
numeric subject IDs are always used.

Once created for a subject, their numeric identifier will not change for the duration of the study. It is possible however for the alias to change, so long as the
change is from a unique alias to another unique alias. Sites and subjects may find this confusing so it is best practice to define subject aliases, if they are
being used, at the outset of the study and thereafter not change them.

See Subject Alias Map.

. Translations: This is an optional step. Multiple language translations for field Prompt, Description and Coding Labels properties can be entered in

Translations view.

See Translations.

. ePRO Notifications: This is an optional step for studies using DFengage ePRO. Custom notifications for participants are defined in the ePRO Notifications

view, with generic notifications pre-defined as defaults.

See ePRO Notifications.

. Visit Scheduling: The visit map determines how subject binders are organized and displayed in the data collection tools and thus data entry cannot begin for

any subject until a visit map has been specified.

The visit map includes all scheduled and unscheduled subject visits and repeating forms, when they are due and overdue, and which CRF pages are required
and optional for each visit. In addition, conditional terminations, cycles, visits and plates may be specified in the corresponding conditional maps. Visit
scheduling can be very simple or quite complicated and DFdiscover supports many options to handle the needs of different studies.

CRF and visit map design should be completed together and particular attention should be paid to the selection of visit and plate numbering. While a visit map
can always be modified during a study to add visits or plates, changing the numbering of the plate and visit key fields is not possible as this would conflict with
data and audit trail records that have already been created.

DF_QCupdate uses the visit and conditional maps to add queries for overdue visits and missing pages and to identify unexpected visits and pages, thus this
function also depends on these specifications.

It is not uncommon for changes to be made in the visit and conditional map specifications after a study has started. The new rules will be applied the next time
DF_QCupdate is run, and queries for overdue visits and missing pages that are no longer relevant will be removed.

See Subject Visit Scheduling for information on designing a visit map and any required conditional maps, and the following sections for information on how to
enter your specifications:

o Visit Map

Conditional Terminations

)

o Conditional Cycles

)

Conditional Visits



20.

21.

22.

23.

24.

o Conditional Plates

Documentation on DF_QCupdate can be found in Standard Reports Guide, DF._QCupdate.

. Page Map: The page map is an optional configuration file used to enter labels for the plate and visit numbers associated with each query on the Query

Reports sent to the clinical sites. The page map can also be used to configure plate labels based on the visit number as displayed in the subject binder.

In an EDC study where the sites enter data and respond to queries and Query Reports are not used, a page map is not necessary, but in a paper based study
where Query Reports will be delivered by email or fax, the page map should be completed before the first Query Report is sent.

See Page Map.

. Missing Value Codes: The missing value map is an optional configuration file, used to register study sanctioned missing value codes and labels. In the data

collection tools these codes can be assigned to any optional or required data field, and can be thought of as pre-approved reasons for missing data. Data
fields defined as 'essential' do not accept missing value codes.

If the missing values configuration file does not exist for a study DFexplore uses ™ as the one and only default missing value code. If the missing values
configuration file exists but is empty then no missing value codes are allowed for any data field in the study.

New missing value codes can be added during a study but you should not remove or reassign missing value codes that are in use, otherwise you could
render some data fields uninterpretable, and invalid. There is no harm in updating the label on existing missing value codes to correct mistakes or poor
wording, as long as you do not change the meaning. It is only the code that is stored in the study database. Thus any change in the label will apply to both
past and future use of that missing value code.

See Missing Value Codes.

Edit Checks: Edit checks are optional but extremely useful. They can be programmed and tested as soon as the data fields have been defined on the
relevant plates. They can be added and modified as needed during a study.

See Edit Checks for a description of the DFsetup edit check editor.

Lookup Tables: Lookup tables are optional. They can be defined for standard queries and reasons, and for use in edit checks. They can be modified as
needed during a study.

See Lookup Tables for information on how to create lookup tables, and Lookup Tables Map to register lookup tables for use in edit checks.

Query Category Map: DFdiscover provides a basic set of query categories that can be assigned to queries. The optional query category map can be defined
to extend the available categories, providing different criteria, perhaps study specific, to identify and group queries.

See Query Category Map.

Query Sort Map: The sort map is an optional file used by DF_QCreports to determine the order in which queries are displayed on Query Reports. It is not
used by DFexplore. It can be changed at any time and will only affect subsequent Query Reports.

See Sort Map.

Customizing Query Reports: The titles used on the standard Query Reports created by DF_QCreports can be customized and cover sheets and messages
can be added and customized for different clinical sites. This is of course optional and can be added or changed at any time during the study.

See Query Titles, Query Covers, and Query Messages.

Study Setup - Testing

Each study setup should be tested before it is put into production for data collection. This section provides some suggestions on what to test and when.

Plate Testing

Plate testing can begin as soon as the first plate is defined. Testing each plate after it is defined may detect problems to be corrected and avoided in the remaining
study plates.

The first three tests below are performed in DFsetup, while the remaining tests are done in the appropriate data collection tool(s). Before plate testing can begin,
the visit map must be defined with at least one visit with the plate to be tested (see Visit Map), and the Sites definition must include at least one test site (see
Sites).

1.

Field Order: Examine the field number of each data entry widget to verify that they are in the desired order. If the visit number is a defined field on the plate
(rather than included in the barcode or predefined in the visit map), it will be field number 6 and the subject ID will be field number 7. If the subject ID is field
number 6, the plate property Sequence is not set correctly. Correct it using the Plates dialog as described in Plates.

. Field List: In DFsetup switch from CRF View to Field List View using the button at the bottom of the screen. Scan down the columns to review the same

property quickly across all fields on the plate. In addition to spotting field level problems, this may also suggest changes needed to the styles or module fields.

. Verify All: Select > |Verify All|in DFsetup to run all of the DFdiscover study setup integrity-check reports. These reports can also be run individually in

the DFexplore Reports view. For more information select > in DFexplore, select each report that begins with 'DF_IC" and click [Explain]. See
Standard Reports Guide, Legacy Reports for further details on these reports.

. Field Colors: Open the plate in the data collection tool and examine the color-coding of all blank fields. Required and essential fields are red. This step might

identify fields that have been misclassified.

. Field Traversal: Starting with the first field, tab through each field on the plate to confirm that the cursor moves through the fields in the expected order and

that any skip specifications work as expected.

. Essential Fields: Essential fields are required for a data record to be saved; neither a blank value nor a missing value code is acceptable. The visit and

subject ID key fields fall in this category. Confirm [Missing Value| in the bottom left corner of the screen is inactive for all essential fields.


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/reportsman/html/reportsman.html#df_qcupdate
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/reportsman/html/reportsman.html#legacy-reports

. Missing Values: Verify that all missing value codes needed for the study appear in the list.

. Data Values: Test each field by entering both legal and illegal values. Fields turn white on entering a legal value and red on entering an illegal value. This

might identify changes needed to the legal value property of styles or fields, and will also allow verification that each field has the correct format and length.

. Edit Checks: If edit checks have been defined, enter test values to verify edit check behavior. A separate test plan is recommended for each edit check,

comprised of as many test cases as required to test each combination of data values that is expected to produce different edit check behavior.

. ICR: If data will be collected on paper CRFs, submit a few example pages to test intelligent character recognition (ICR). Numbers, dates, choice fields, check

boxes, and visual analog scales should be read correctly, provided the fields are legible. ICR errors may be due to unusual or unclear handwriting, but
consistent ICR errors when the values look readable may indicate a problem with CRF design, the legal range specifications, or the location of data entry
widgets in DFsetup.

Visit Schedule Testing

1.

Is It Complete: The visit map defines the subject binders used by the data collection tools. All visits and plates must be included in the visit map in order to
appear in the data collection tool.

. DF_ICvisitmap: This report looks for problems in the visit map, conditional maps, and VisitDate fields. It can be run from the DFexplore Reports View or by

selecting on the Visit Map dialog.

. Conditional Maps: Enter one or more test cases for each condition specified in each of the conditional maps. Then run DF_QCupdate to apply the

conditional rules. Check for overdue visit and missing plate queries using the DFexplore Query View, and check for unexpected visits and plates by running
the DF_PTunexpected report. The DF_PTvisits report lists the status of all cycles and visits for each subject. In DFexplore Schedule View (which does not
require running DF_QCupdate first) can also be used to view these conditions.

Query Report Testing

1.

Query Titles, Covers, and Messages: Test these specifications by running DF_QCreports to create a Query Report for each site and then using
DF_QCview to review each report. If different sites have different cover sheets specified, include test cases for each site. Note that a Query Report is only
created for sites that have enrolled study subjects.

. Subject Scheduling: The standard subject schedule section of Query Reports includes the date of enroliment, last follow-up and next scheduled follow-up.

Enter test cases, then run DF_QCupdate to update DFX_schedule. Then create and review Query Reports to see if the expected scheduling is reported.

Run DF_PTvisits or use the DFexplore Schedule View (which does not require running DF_QCupdate first) to examine the entire visit schedule for each
subject, including the dates of all completed and scheduled visits. This report also provides information on conditional events and terminations and is a good
way to test different subject follow-up scenarios.

. Page Map: Test the labels specified for visit/plate combinations by reviewing the subject binder labels in the data collection tool or by adding an unresolved

query to the data record, running DF_QCreports and then DF_QCview to examine the query labels.

. Sort Map: If the sort map is defined to reorder queries within a subject, examine the query order on Query Reports to confirm they are sorted correctly.

Without a sort map the default order is by plate number within visit number (both ascending).

. Query Report Format: Query Reports come in 2 different formats depending on whether field descriptions are specified as short (25 character) or long (40

character) in the Study Global settings dialog. Short descriptions result in a more compact report.

Changing the global setting and rerunning DF_QCreports will show the difference. See Global Settings for further information on this setting.

User Permissions

Before a study goes into production, test each of the roles defined for the study to verify the expected user permissions for:

O WN =

. Tools

. Data Records

. Reports

. Image Router

. Study Administration

. Database Permissions

Using DFsetup - An Overview

This chapter covers login and generic features and provides an introduction to the main window used to display CRF plates and define data fields.

Login

DFsetup is available for Windows 10 or later, macOS 10.14 (Mojave) or later, and Linux.

Starting DFsetup displays the login screen. Enter the value of the DFdiscover Server provided by the study coordinating site. If the system administrator has
defined a customized login screen, the contents of the right-side panel refresh to show this screen. A green lock icon also appears next to the DFdiscover Server
field. The icon is confirmation that a secure connection with the server has been established. Optionally, click the icon and review the details of the connection.



- DFsetup - DFdiscover Study Setup - a X

d fsetu p 2026 Version 5.11.0 Home | Proxy Config & | Topics | About
DFdiscover Server
) explore.dfdiscover.com v
Username
Password ‘: dfdiscover 2026

Forgot Password?

OR m Login with Microsoft

Welcome to explore.dfdiscover.com

Optional: In some configurations, your local IT infrastructure may require a proxy server for applications that connect to the internet. Your local IT department will
supply the necessary information. To configure local proxy server settings, click Proxy Config at the top of the login screen. Complete the required fields in the
sub-dialog. Click Home to return.

Your Username and Password will be the same for all DFdiscover programs (DFsetup, DFexplore, DFsend, etc.) that you have permission to use on the
specified server, but may differ across servers. Enter them in the matching fields and click [Login].

If Single Sign On with Microsoft is enabled on your DFdiscover server, a [Login with Microsoft| button is shown. You can log in with your Microsoft account instead
of using your DFdiscover username and password. Click [Login with Microsoft| to begin the Microsoft login process.

In some cases, |Login with Microsoft| may be the only method of login available, depending on how the study coordinating center has configured the DFdiscover
server.

NOTE: If you log in using a Microsoft login, any password requests during your DFsetup session will require you to authenticate using the same Microsoft
login process.

The administrator of the DFdiscover Server may have enabled two-factor authentication for your login account. If it is enabled, after successful authentication the
login screen updates to request the security code. Independently you will receive an email with the 6-digit security code. The email is sent to the email address on
file for the account. Enter the 6-digit security code in the field labeled Please enter the security code that we just sent you. After entering the code, click
again to complete login.

DFdiscover includes password aging, an FDA regulatory requirement. Password expiry may be any time between 1-9999 days and is set by the DFdiscover
Administrator in DFadmin. After the expiry period has elapsed you will be prompted to reset your password the next time you login.

If you forget your password, you can request a password reset from the login dialog. First enter the server name and your username into the login dialog, then click
Forgot Password?. You are asked for your email address, which must match the email address for you on this server. A link to reset your password is emailed to

you. Click the link and follow the instructions to set a new password, then return to the login dialog to log in with your new password. This feature is only available if
it has been allowed by the DFdiscover administrator.

NOTE: There is a timer in the Password Reset dialog, which closes the dialog after 60 seconds of inactivity for DFexplore, DFsend and DFsetup.

In the login dialog, can be used to access version information about DFsetup.

The user guide is available on the login screen by clicking or, by selecting > from the application menu after selecting a study. Once selected,
the user guide will open in the default web browser.

If login is successful you will see the study selection dialog.



* | DFsetup - DFdiscover Study Setup - a X

d fsetu p 2026 Version 5.11.0 Home Studies Topics About
DFdiscover Server -- EH!

) explore.dfdiscover.com v Number Name Status
Username 4: 1 Acme Pharma Production available
demo 152 Demo A Production available
Fesernre 4,‘ ] 231 DFdiscover Sandbox available

252 Demo A Development available
sssssassnsss i

. B

804 DFdiscover 2025 Demo available

o Each study database is identified by a number and a name.
« Only studies for which you have been granted some level of access will be listed.
o Select a study and click to create, edit or review the study setup information.

« This dialog will timeout if a study is not selected within 60 seconds.

To log out without selecting a study, click (or if you logged in with Microsoft).
Setup Version

The properties of a study setup adhere to a specification that lists all of them, what attributes and values they have, and how they are related. This specification is
internally identified with a setup version that is defined by DF/Net Research, Inc.. Users will likely never know this exists. The exception to this occurs when DF/Net
Research, Inc. changes the specification. This may occur from time to time when new properties are added to a study definition (a new data type for example).
Note that these are not properties that a user would define as part of study setup and during their daily use. Instead these are properties that apply to every study
definition at a structural level.

When such changes are made, they are always introduced in a non-destructive way so that new application versions and study definitions take advantage of them
in a seamless way. It may however be difficult to achieve a seamless result when a new study definition is opened with an older version of the DFsetup
application. For example, the new study definition may include a property that the older version application does not recognize.

DFsetup helps avoids issues around setup versioning by performing a version comparison check between the DFsetup application and the DFdiscover server in
the login dialog, and by identifying any mismatch between the version of the DFsetup application and the version of the study setup definition when opening a
study.

Version Comparison Check

When connecting to a DFdiscover server version that is older or newer than the DFsetup tool, the login screen displays a message indicating the mismatch
between client and server versions. This warning helps ensure that the current DFsetup application is used after the DFdiscover server is upgraded, in order to
take advantage of new features, and helps avoid the unintended use of newer DFsetup versions with older DFdiscover servers that have not yet been upgraded.



n DFsetup - DFdiscover

dfsetup 2025 Version 5.10.0  _Home | Proxy Config @ | Topics | About

DFdiscover Server

Q‘ internal.dfdiscover.com |v|

Username

\ |
Password

\ |

Forgot Password?

OR = Login with Microsoft

The DFsetup version (5.10.0) is newer than the DFdiscover
server version (5.9.3). Please check that you're using the
correct DFsetup version before selecting a study.

Welcome to internal.dfdiscover.com

Please contact Support for technical assistance o

Version Mismatch Handling

To ensure that new properties are not accidentally deleted, DFsetup detects when an older version of DFsetup is being used to read a new version of a study
setup definition, and it presents one of two options:

1. For the standard user, changes are not permitted and the user is able to view the existing setup definition.

¥ DFsetup - newer setup structure ? X

I DFsetup has detected a setup structure that is newer
: . than the expected structure.

You may continue in view only mode until you update

your version of this application, or a study admin
reverts to the older structure.

2. For the admin user, changes are permitted and the user is able to edit and save the existing setup definition. In this case the version of the setup definition is
"downgraded" to the version that matches the older DFsetup application. Any changes that were made to include new properties will be lost when the setup

definition is saved.

2 DFsetup - newer setup structure ? *

DFsetup has detected a setup structure that is newer
than the expected structure.

As a study admin, you may continue but if you save the
setup the features of the newer structure will be lost.

Do you wish to continue?

Continue Cancel

When all users stay up-to-date with their DFdiscover applications, the version mismatch can never occur and the user will never see these dialogs.

Access Modes

If the study is available and you have permission to access any of the study setup components, the access mode dialog appears.



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 operations.

® Exclusive Access
Use this made to create and assign modules and fields to plates.
Allows AddfAssign/Delete/Re-order modules and fields.
Allows editing of the Subject Alias Map.
Blocks all data entry operations.

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

) configuration Files

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

) View Only

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

Cancel

¢ The modes are ordered, bottom-to-top, by increasing complexity and permission. View Only places no restrictions on access by others while Developer
Access requires exclusive use.

¢ The first 3 modes can be used by only one person at a time.
« Some modes may be unavailable because they are not permitted or the mode is already in use.
« To avoid blocking other users, select the least restrictive mode that is compatible with your objectives.

DFsetup provides 5 access modes. The modes, as listed in the dialog, are presented from most capable at the top to least capable at the bottom. A study role may
not include permission to use all of the access modes. Select the lowest mode needed to accomplish the task at hand, to avoid blocking other users.

The following is a description of each mode that includes intended use, user permission requirements, and the restrictions it imposes on other study setup and
database functions.

Use

create a development-production link between 2 study databases.

publish setup changes from the development study to the production study.

review differences between the development and production study setups.

revert the development setup back to the current production version.

break the link between development and production study databases.

« enable multiple queries per field under Global Settings
Developer Access For a full description of how development - production study links are created and used refer to Link.
Permissions
« this mode can be used by user datafax and study administrators only.
« users must have 'Setup-Plates' permission.
Restrictions
« only one user can have Developer Access mode at a time.
« this mode will be unavailable if any other user is already in Developer, Exclusive or Normal access mode.

« no data collection tools, DFimport.rpc or DFbatch logins can be active.




Use
« adding new plates and data fields to a study setup.
e revising data field layout on existing plates by adding, inserting, deleting or reordering data fields.
« editing the aliases that may be in use and mapped to numeric Subject IDs.

Permissions

Exclusive Access
¢ 'Setup-Plates'.

Restrictions
« only one user can have Exclusive Access mode at a time.

« this mode will be unavailable if any other user is already in Developer, Exclusive or Normal access mode.

¢ no dat collection tools, DFimport.rpc or DFbatch logins can be active.

Use
« create and modify styles.
« modify existing field properties.
e add and test edit checks.
Permissions
Normal Access « 'Setup-Plates'.
Restrictions
« only one user can have Normal Access mode at a time.

« this mode will be unavailable if any other user is already in Developer, Exclusive or Normal access mode.

« Normal mode may be used while there are active data collection tool logins. Any saved setup changes only become
active for new data collection tool logins.

Use

« create and modify the configuration files (sites, visit map, edit checks, etc.) available under the View menu.
Permissions

« separate permission is granted for each configuration file in the study roles.
Restrictions

Configuration Files

« this mode can be used by more than one user at a time, but each configuration file can be opened by only one user at
atime.

« editing of the Subject Alias Map is not permitted.
« this mode can be used while another user is in Exclusive or Normal Access mode.

« this mode will be unavailable if any user is in Developer Access mode.

Use
e open and view all study setup components.

Permissions
View Only

e 'Setup-View'.
Restrictions

e none.

Certificate Info

DFsetup communicates with the DFdiscover server using HTTPS on port 443. This port must be open on any firewalls between the local computer and the study
server.



This is industry-standard technology that encrypts the bi-directional communication using a 'certificate of trust' provided by the server. It is the same technology
used by banks and the majority of secure, global web services.

You can visually confirm that the communication is secure. Select > |Certificate Info| and look for the green checkmark.

. DFsetup - Certificate Info ? x

@ *.dfdiscover.com
Issued by: Sectigo Limited
SSL S5L sha256WithRSAENCryption
Expires: Wed Oct 8 23:59:59 2025 GMT

This certificate is valid.

Main Window - CRFs

If your login was successful the main window will be displayed.
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The main DFsetup window has 3 major components, which are from left to right:

« a plate-module-field navigation window which lists the CRF plates that have been imported or added as eCRFs, each of which can be opened to show the list
of modules and data fields defined on that plate,

« the CRF image window which shows the CRF plates that have been imported or added as eCRFs and the modules and data fields that have been defined for
data entry, and

« the field properties window which shows the properties that have been specified for the current field (highlighted in the CRF image window). When a change
is made |Apply| and |Revert| at the bottom of this window become active. Select to undo all changes made to the field since the last Apply, and select
Apply| to save changes to your computer memory. Changes to field properties are not saved to the study server until you select > .

The main window title bar shows: the user, DFdiscover server and study names, and whether there are any unsaved changes to the study setup.

The main window footer always includes the current page number, plate label, the [Add/Edit Table| button, the |Order Fields| button, and a button to switch between
the [Plate View], [Desktop Preview], [DFweb - Tablet], [DFweb - Phone], [DFcollect], and [Field List] views. Plate View is the default view. When you switch to a new
view, that view is remembered across plates and sessions.

On the left side is the Setup State button. This button displays a colored icon of yellow or red if setup problems are detected and green if setup is valid (no
problems). If problems are present, a problem count will also be displayed to the right of the icon. Clicking on this button will open a window at the bottom of the
screen listing each problem type and details. If no problems are present, the window will open but be empty. Clicking again will hide the window.

When problems are detected, the Setup State icon displays the status of the most critical problem in either yellow or red. The setup problem window displays an
entry for each problem with its respective type (Warning or Error) and details. When both Errors and Warnings exist in setup, the Errors are always displayed first.

Problems are displayed in the Setup State window with their corresponding problem type, plate and, if applicable, field number. A brief description of the problem
follows. Double-clicking any problem entry automatically takes the user to the problem plate. If the problem exists for a specific field, that field becomes
highlighted/active on the current plate.

It is possible to resolve each problem while the problem window remains open. Each time a problem is resolved, the problem entry disappears from the list and the
problem count drops. The Setup State window is automatically updated. It is not necessary to save setup in order to update the Setup State window/problem
count.



At the bottom of the Plates-Modules-Fields panel, a History button is available to view the history of changes for the selected plate. For more details, see View
History.

Modifying the appearance with keyboard shortcuts

It is possible to change the visibility of features in the main window via several keyboard shortcuts. For each of these keys, the appearance is changed only while
the key is pressed; the original appearance is restored as soon as the key is released.

« [H| hides the data field widgets to show the underlying CRF image.

. [E changes the field widgets to show the 'need' property for all fields on the current page: solid = essential, stippled = required, and outlined = optional.
. hides all fields except those belonging to same module instance as current field.

. [ﬂ hides all modules except those that are instances of the same root module as current module.

« [C] hides all module names from CRF view.

Main Window - Preview Options

DFsetup provides several CRF preview options to allow you to see an approximation of the CRF’s appearance in DFexplore, DFweb, and DFcollect. The
previews do not give an exact representation of how the CRF appears in each application, but provides a way to check the CRF display in different apps and at
different screen sizes.
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The following preview options are available from the [Plate View| button at the bottom of the main window, which switches the center window to the selected option.

Desktop Preview - This option previews the CRF as it appears in DFexplore and DFweb on desktop or laptop screens.

DFweb - Tablet - The width of the CRF display area is narrowed to an approximate tablet size (600 px wide) and any fields in an eCRF table are displayed
according to the DFweb setting in the table definition. When static width or single column on phone is selected, the preview will demonstrate the horizontal
scrolling required on smaller screens.

DFweb - Phone - The width of the CRF display area is narrowed to an approximate phone size (400 px wide), and any fields in an eCRF table are displayed
according to the DFweb setting in the table definition. When static width is selected, the preview will demonstrate the horizontal scrolling required on smaller
screens.

DFcollect - This option displays the CRF fields in a single column (no eCRF tables), approximating how they are displayed in DFcollect. Note that screens
are not displayed in separate tabs here as they are in DFcollect.

Click any field in the center window to put that data field in the Field Properties panel where changes can be made. Plate and field operations remain available in
these preview modes.

Main Window - Field List

Selecting [Field List| at the bottom of the main window toggles the center window between the CRF view (shown above) where the focus is on 1 data field at a time,
and the Field List view (shown below) where the field properties of all data fields defined on the current plate can be reviewed.
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ccr1) 12 PROCD... SimpleString String PROCD.. Procedure Description Procedure Description O Help [or storted in this format (/MMM
ccl1] 13 LAD SimpleNum... Number LAD LAD LAD [ Constant | No vy
ccr1) 14 AV SimpleNum... Number AIV AV Al ?.ma Required v
O Hidden No v
ccl1] 15 X SimpleNum... Number CFX % CFX . r
Fill Color
ccl1] 16 RCA SimpleNum... Humber RCA RCA RCA Clskip o Elfelds if value=|
cer1] 17 Gev SimpleNum... Number GCV ooV cev I Comment | pate the cinical encounter occurred (or
started). If the data being collected are visit-
ccr1) 18 FOA SimpleNum... Number FDA FDA FDA basad, a date should be collected some
: 8 way. This may be done once for the visit
cel1] 19 s SimpleNum... Number €S [ cs using VISDAT ar may be dane at the CRF
level using th n-specific ~DAT fiel
ccl1] 20 MoV SimpleNum... Number MCV MoV Mo evel using the domain-specific --DAT field
ccl1] 21 sov SimpleNum... Number SCv scv scv
cel1) 2 PROCD... SimpleString String PROCD... Procedure Description Continued  Procedure Description
cc1] 23 FINDL  SimpleChoice Chaice FINDL  Finding 1 Finding 1
ccl1] 24 FIND1D... SimpleString String FIND1D... Finding 1 Description Continued Finding 1 Description O] Inetruction |None ~
cer) 5 FIND2  SimpleChoice Choice FINDZ  Finding 2 Finding 2
ccl1] 26 FIND2D... SimpleString String  FIND2D... Finding 2 Description Finding 2 Deseription
ccfi] 27 FIND3  SimpleChoice Choice FIND3  Finding 3 Finding 3
ccr1] 28 FIND3D... SimpleString String  FIND3D... Finding 3 Description Finding 3 Description
ccl1] 20 FIND4  SimpleChoice Choice FIND4  Finding 4 Finding 4
ce1] 30 FIND4D... SimpleString String  FIND4D... Finding 4 Description Finding 4 Description
< >
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This view is useful for reviewing and comparing data field properties.
Click any column name to sort the table on that column.
Right-click any column name and then select Show/Hide columns to select the field properties to be displayed.

The cells of the spreadsheet are view only. Clicking anywhere in a row puts that data field in the Field Properties panel where changes can be made.

Entering Study Setup Specifications

Data fields are defined in the main window (Main Window - CRFs). This is fully described in Defining Data Fields. All of the other setup components: visit map,
missing value codes, edit checks, etc., are defined using separate dialogs available from the View menu, as described in View Menu.

Menus

This section lists all menu options available from the menubar at the top of the main window.

File Menu

Preferences - DFsetup user preferences
o Link - manage development-production study links

e Print - print annotated CRFs, style, module and field properties

Save as PDF - save annotated CRFs, style, module and field properties as PDF files

Save - save all changes to the DFdiscover server

Export Setup - export study setup as Excel or JSON file

Verify All - check setup specifications for obvious errors

Review Changes - show unsaved changes made to field specifications

New Study - start another DFsetup session

Close Study - close connection to the current study

Exit - quit DFsetup

View Menu
o Modules - module and field definitions
« Plates - plate specifications
« Styles - create and manage data styles
« Edit Checks - edit check editor

o Lookup Tables - lookup table editor



« Sites - specify clinical sites

o Missing Value Codes - specify missing value codes

¢ Query Category Map - design custom query categories

« Sort Map - set query sort order for Query Reports

¢ Lookup Tables Map - lookup table map editor

« Visit Map - subject scheduling and CRF plate requirements
o Page Map - plate/visit labels for Query Reports

o CRF Type Map - create CRF types to categorize CRFs

o CRF Background Map - specify which visits share the same background

Conditional Terminations - rules for ending subject follow-up

Conditional Cycles - specify cycle requirement rules

Conditional Visits - specify visit requirement rules

Conditional Plates - specify plate requirement rules
¢ Query Titles - titles for Query Reports
» Query Covers - cover sheets for Query Reports
o Query Messages - messages for Query Report cover sheets
Study Menu
o Global Settings - general study specifications
o Import CRFs - import blank CRF plates from PDF/PS files
« Import Definitions - import style and field definitions from other studies
¢ Add eCRF Plate - add a new eCRF plate
« Modify Plate Number - change plate number for current CRF page
¢ Delete Plate - remove current plate definitions
Field Menu
« Copy - copy selected data fields
« Paste - paste copied data fields to create new fields

o Delete - remove data fields

o Select All - select all data fields

o Order - reorder data fields on the current plate

o Group - group fields on the current plate

o Ungroup - ungroup selected fields
Defining Data Fields

Preparation

The following steps need to be completed before starting to define new data fields in DFsetup.
1. Global Settings
Global study specifications have an impact on field definitions and thus need to be considered before defining fields.

2. Import CRFs

The CRF plates on which the data fields are defined need to be brought into DFsetup. Alternatively, if data is collected via EDC then eCRF plates can also be
added using [Study] > [Add eCRF Plate].

3. Import Setup

When possible, creating a new database from another study, a special CRF library database, or database specifications defined in an Excel file saves a lot of
work.

4. Plates



A label and other properties need to be specified for each imported plate.

5. Styles
Every data field needs a style.

6. Modules

All fields must be defined within a module before mapping them to a plate.

Module and Field Definition

All fields on a plate require a definition within a module or modules. Each field is derived from a style that describes the common properties for fields of any given
type or usage. Modules are created and edited using > from the main menu. The following diagram provides an overview of styles, fields and

modules.

Styles

Step 1
Styles are created by
selecting a type:
Check, Choice, Date, Time,
Number, String or VAS

Styles belong to a Study
Styles can lock properties
Styles are prerequisites for Fields

Modules

Field A [Style 1]
Field B [Style 2]
Field C [Style 1]

Field D [Style 1]
Field E [Style 3]
Field F [Style 3]

Step 2
Medules are created,
then Fields are created by
selecting one of the Styles
created in step 1.

Fields belong to a Module
Fields can lock or inherit
properties that are editable.

Plate/CRF

Field A
Field B

Step 3
Module instances are created,
Field instances are assigned
box/layout on the Plate.

Prerequisite: Fields are only
defined at Module level (Step 2)
Field instances can inherit
editable properties

Modules are groups of fields that may repeat on a plate or plates and provide a way to view data listings and export data in a normalized (vertical) structure, for
example to prepare for CDISC SDTM submissions, as opposed to the denormalized (horizontal) structure of a plate. The following example shows a CRF that
contains 10 unique data fields out of which 6 diary fields repeat for each day of the week. Thus, a module including these 6 diary fields can be created and its
instances are added to this plate, mapped to each group of diary fields.
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Key Fields

Every plate has key fields. If the visit number is not part of the barcode, then the first required field on the plate is the visit number for the plate. The next required
variable is the subject ID. These variables recur for each plate and are easily grouped into a module. Let's call this module "Keys". Subject initials are sometimes
included on CRF pages and can also be included in the "Keys" module. Our example also has a date field for recording the actual date for the Sunday of the diary
entry. This can also be included in the "Keys" module. Define four fields - the repetition number (representing the study week #), the subject ID, the subject initials
and the date of the first diary entry. Lets call these fields DIARYWK, SUBJID, PINIT and PDDAT. Depending on where you are in the study definition process,
SUBJID and PINIT as well as the Keys module may already be defined. When you define DIARYWK, keep in mind that you can have one or more repetition
number fields defined in your module as different plates use repetition numbers in different ways. In our example, the repetition number for this plate cannot
overlap with visit numbers used for subject scheduling or for other recurring plates. The required key fields DIARYWK and SUBJID must be defined with the
following properties:

Visit

« used to identify each visit for a plate, e.g. clinic visits numbers, AE report numbers, log form numbers, etc.



integer in the range 0-65535

located either in the barcode immediately following the plate number, or as the first data field on the plate.

if in the barcode, the visit number is limited to the range 0-511

if in the first data field, the field type must be numeric (i.e. number, choice, check or VAS), and appears as data field #6.

Need: essential.

Hidden: no.

Alias: if fixed in the style it must include the plate number to make it unique, e.g. VISIT$(plate).

Display & Store: must both be the same length (1-5 digits).
o Format: optional, may contain a fixed component, e.g. 7nn, but may not contain delimiters, i.e. no "', '-', or other characters.
Subject

« used to identify each subject in a clinical database, or each clinic and clinic personnel in a trial management database

must have the same field properties on every plate, and thus typically has all properties locked in a user defined style

integer in the range 0-281474976710655

located immediately after the visit number, and appears as data field #7

Need: essential

Hidden: no

Alias: if locked in the style it must include the plate number to make it unique, e.g. ID$(plate)

Legal: optional, may be defined using $(ids) which evaluates to all subject IDs specified for each site in the sites database file. If used, the $(id) meta-word
cannot be combined with any other specifications.

Display & Store: must both be the same length (1-15 digits)

Format: optional, may contain a fixed component, e.g. nn5nn, but may not contain delimiters, i.e. no '.", '-' or other characters

CRF Field Properties

Other fields on a plate, aside from the key fields, also require modules and styles.

The following example shows the properties for the diary start date on the CRF in the preceding example. The field properties supported by DFdiscover are
described in Styles , and are not repeated here.

The definable properties are grouped in 4 tabs:
« Basic: generic properties that apply to every field.
« Detail: properties that are specific to the field's data type.
« Edit checks: name(s) of previously defined edit checks, referenced to indicate when they execute.

» Custom: optional, user-definable field properties.



Field Properties Field Properties Field Properties Field Properties

Style SimpleDate Type Date Style SimpleDate y Jate Style SimpleDate Type Date Style SimpleDate

& Nam IDATE & Name DDATE = Name JDATE s

Alias DDATEL Alias DDATEL Alias DDATEL 8 Alias DDATE1

Description 1. Diary Date Description 1. Diary Date Description 1. Diary Date 18 Description 1. Diary Date
= Prompt & Prompt & Prompt & Prompt
Basic  Detail  Editchecks  Custom Basic  Detail  Editchecks  Custom Basic Detail  Edit checks  Custom Basic  Detall  Edit checks  Custom
= Display 8 = Execute Edit checks on following events: Property Tag Property Value
aH T o & Store P = (] Piate Enter DFVAR_USER1
ac ant & () Field Enter .DFVAR USER2
&N a = B rield Exit  g_LegalRange VisitDateOrderCheck |||oFvar users
= a () Piate Exit DFVAR_USER4
&k ! DFVAR_USERS

Fill Color & Mappir |oFvar_users
& Skip 0 [Z]fields if value= & U DFVAR_USER7
) comment @ Encrypted  No ||| DFVAR_USERS

DFVAR_USER9

||| oFvar_userio
|oFvaR_userii
DFVAR_USER12
DFVAR_USER13
DFVAR_USER14
() Instruction  None lDF\{AR USER15
DFVAR_USER16

|oFvar_user17

|oFvaRr_useris

DFVAR_USER19

DFVAR_USER20

« A field named 'DDATE1', previously created in the modules dialog for this particular field was selected from the Plates-Modules-Fields list.

« Several properties are locked and cannot be changed. The letter shown in the lock icon indicates whether this property is locked in the module field (M) or in
the style (S).

« If lock is unchecked, any change to the module field or style will result in a change to this field. Once a property is set, lock is automatically checked, or you
may manually check it, so that any changes to the module field or style are not inherited by this field. The only exception is when the property is subsequently
locked in the style or module field, which forces all fields using that style or module field to inherit its locked properties.

To modify field properties after a field has been defined, select the field, make the revision and click to save it. More than one field can be modified at the
same time if they share the same style using Shift-Select to select all of the fields, making the revision in the Field Properties dialog and then clicking [Apply]. A
confirmation dialog appears indicating the field properties that have been changed. Properties can be deselected in this dialog. Only those properties that remain
selected are applied to the selected fields when is selected to save the changes.

Custom Properties

Custom properties may be assigned at the level of the study, plate, module instance, and data field. These properties allow the storage of additional information
about the data, For example, custom properties could be used for non-collected CDASH or SDTM variables, risk-based monitoring details, database specifications,
or CRF versioning.

Each custom property may have a tag assigned, as described in Custom property tags. Study custom properties are assigned values under Global Settings, as
described in Global Settings. Plate custom properties are assigned values under Plate Properties, as described in Plates. Module custom properties are assigned
values under Module Properties for a module instance, as described in Modules. Field custom properties are assigned values under Field Properties for a data
field on a plate, as described in Common Properties.

The values are accessible via edit check functions, specifically dfstudyinfo, dfplateinfo, dfmoduleinfo, and dfvarinfo using either the property tag or default name.
Custom properties can be included in DFexplore List View as metadata and exported from DFexplore and from DFexport.

Special Field Uses

The Use field property allows you to define special field use cases, primarily to auto-complete data fields with values under specific conditions. The following field
uses are available:

« Standard: Normal field use.

« Visit Date: Indicator for a field that will be used for visit scheduling. Visit Date fields are available to be selected as the visit date for scheduled visits in the
Visit Map. Available for date fields only.

« Electronic signature uses:

o eSignature Name: Auto-complete the full name of the user providing their electronic signature. Available for string fields only.

o

eSignature Date: Auto-complete the date of signature in server time zone. Available for date fields only.

o

eSignature Time: Auto-complete the time of signature in server time zone. Available for time fields only.

o

eSignature Reason: Auto-complete the reason for signature. Available for choice and string fields only.

o

eSignature Local Timestamp: Auto-complete the local date and time of signature in ISO format including UTC offset. Available for string fields only.

All eSignature fields are completed automatically when signature is successfully executed and cannot be modified manually. See eSignatures and 21
CFER Part 11 Compliance for more details on electronic signatures and their implementation in the eSignature module.



« Local Creation Time: Auto-complete the date and time of record creation in ISO format including UTC offset. Available for string fields only. This field is
implemented in the ViewOnly module.

« Local Modification Time: Auto-complete the date and time of last modification to the record in ISO format including UTC offset. Available for string fields
only. This field is implemented in the ViewOnly module.

« Language: Auto-complete the user’s study language preference when the page is first saved. The language defined in Translations and selected in user
preferences is auto-filled in this field. Available for string fields only. This field is implemented in the ViewOnly module.

Data Encryption

Encryption at rest may be enabled for specific data fields in the setup definition. Encryption at rest ensures that anyone with access to the data stored in the study
database on the DFdiscover server or copied to other locations is not able to read the data values. Encrypted data values are only decrypted when retrieved by an
authorized user or system through client tool access (DFexplore, DFweb, etc.), data export (DFexport, DFsas, DFsq|, etc.), or via the API (DFws). In addition to
encryption at rest, encryption in transit is built into the DFdiscover platform so that all data transferred over the internet is secure and cannot be intercepted by third
parties (see System Administrator User Guide, Secure Communication for more details on encryption in transit).

Encryption at rest is enabled for specific data fields by selecting Yes for the Encrypted field property. Date, number, and string fields may be encrypted. Choice,
check, VAS, and time fields cannot be encrypted. By default, data fields are not encrypted at rest.

Encrypted data fields require additional data storage compared to non-encrypted fields. The maximum length of a data record is 4096 UNICODE/16384 ASCII
characters for records both with and without encrypted data fields. String fields that are encrypted are restricted to a maximum store length of 250 characters to
allow for the additional data storage required. Plates with encrypted data fields, especially encrypted string fields, may need to include fewer data fields than usual
to ensure that the data records do not exceed the maximum length.

Creating CRF Fields

The first step in creating CRF fields is to create the plate and add the modules containing the field definitions for the current plate.

In EDC studies, where the data may never exist on paper CRFs and CRF backgrounds are not required, plates can be created using Add eCRF Plate option in
DFsetup. Once one or more modules are added to the plate, data fields are created by dragging fields or modules from the Plate-Module-Field panel and dropping
them on the eCRF plate.

For CRFs with backgrounds, after importing the CRF backgrounds and adding modules to the plate, data fields are created by drawing data entry widgets on the
CRF and selecting the respective field from the Plate-Module-Field panel to assign it to the data widget. The following example shows what the data entry widgets
look like after defining the 10 CRF data fields.

The first 7 fields on each plate are always the same. There are 5 fixed header fields: record status, workflow level, image link, study number, and plate number
which do not appear as data entry widgets. Field 6, the key field used to distinguish repetitions of a study plate (due to the plate repeating over several visits), may
appear in the barcode or otherwise not be added as a data entry widget, but in this example it is the first data field defined on the page. Field 7 is always the key
field for the subject ID.

The field number appears in the middle of each data entry widget, defining the order of fields on the plate. For CRFs with backgrounds, additional numbers in a
smaller font may also be shown in the data entry widget, indicating the order in which boxes on the CRF were clicked when they were mapped to their field location
as described below. The box order within each data entry widget must be correct (left to right) in order to ensure optimal optical character recognition (OCR) to
support accurate data entry of paper-based CRFs.
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Page Limits

Paper-based CRF backgrounds: By default, for a CRF with a paper-based background, the boundary is an 8.5 x 11 inch space. The boundary is expanded if a
larger CRF image is imported for the data entry background. DFsetup prevents fields from being created or dragged outside this region and any fields pasted from
another plate that would fall outside this region are automatically positioned within the boundary. It is possible for data fields to fall outside the boundary if they
were defined on a larger version of the CRF background or imported from another study. Such fields are visible outside the boundary and should be re-positioned
within it, otherwise they may not be visible in the data collection tools.

DFsetup, DFexplore and DFweb can accommodate both landscape and portrait backgrounds. However DFdiscover is able to perform ICR, and DFexplore is
able to print CRFs, only for CRFs in portrait orientation and sized for US letter and A4 pages. Landscape and larger backgrounds must only be used for electronic
data capture. Testing has included page sizes up to 14 inches (both horizontal and vertical).

eCRF: An eCRF is limited in length to 8 US letter pages, or 88 inches, and 8.5 inches in width when the plate property Layout is set to Portrait. When the plate
property Layout is set to Landscape, the eCRF width is 11 inches in width. There is no specific number of fields in this restriction; the actual number of fields will
vary based upon the sum of the lengths of the individual fields.

As modules and fields are added to an eCRF, a warning will be displayed as the page length approaches the limit. The warning has the following appearance. As
the warning indicates, additional fields beyond the limit are not visible. Use |Field List| to display and review all of the fields, ideally deleting some so that the total
layout length is within the 88 inch limit.


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/sysman/html/sysman.html#secure-communication

| Inclusion Criteria Number 4 102

Exclusion Criteria Number 2 103

Exclusion Criteria Number 4 105

This'is:the bottom ‘of the eCRF. Fields: will: not be displayed below this area.

DFweb: Page loading time in DFweb is impacted by the number of fields defined on the plate. As a general rule of thumb, to keep page loading time to less than 4
seconds, include fewer than 300 fields on a plate. More fields on a plate will further increase the loading time. Note that slower network speeds and edit check
complexity can add further page loading time in DFweb.

Data storage: Separate from limitations on how many data fields may be included on a plate, each data record has a maximum length of 4096 UNICODE/16384
ASCII characters when stored in the database. Encrypted data fields require additional storage and thus have a shorter maximum length; see Data Encryption for
details.

Field Location

For CRFs with backgrounds, when defining CRF fields it is necessary to map a field to its location on the CRF plate. This is done by clicking the boxes that make
up the field or by dragging a data entry widget over the desired location in the CRF window. Once a data entry widget has been created it can be moved using the
arrow keys or by dragging it with the mouse. Holding the key while using the arrow keys moves the data entry widget in large steps. To cancel the creation of
a new data entry widget at this stage click anywhere in the screen background. A new data field only becomes permanent when a field is selected from a module
included for the current plate and applied.

Locating data fields in the CRF window

Field Type CRF Design :;L:a“a‘e Data Module

Study Week # number 2 boxes CI'Ck.the 31t i KEYS
the right box

click each box from

Subject ID number 5 boxes in 2 groups left to right KEYS

Subject Initials string 3 boxes e e
left to right

Start Date date 6 boxes in 3 groups click e?‘Ch box from KEYS
left to right

. click each box from

Took study drug today? choice 2 check boxes ) DIARY
left to right
drag data entry

Why not string 7 cm line widget from left to DIARY
right

Systolic BP number 3 boxes elie s ea'lch e DIARY
left to right

Diastolic BP number 3 boxes click each boxfrom | py gy
left to right

Time number 4 boxes in 2 groups clek e"?"“ el DIARY
left to right
drag data entry

Energy VAS 10 cm line widget from left to DIARY
right

The following sections describe how to locate each data type in more detail.



Number & Date

Numbers are typically designed with a separate box for each digit. The individual boxes are
necessary if you plan to scan the forms and want the ICR software to read them. A data entry widget
is created by clicking each of the boxes from left to right. The order is important and must always be
left to right.

Dates are created in the same way, by clicking the boxes, from left to right, for each of the 3 parts:
day, month and year. Dates must include all 3 parts, but the parts can appear in any order, have a
part delimiter (e.g. a slash) or not, and can use numeric or 3 character months, which can appear
exactly as entered or be mapped to upper- or lowercase for consistency.

Both dates and numbers can include delimiters but they are not relevant when setting field location.
Instead delimiters are added in a format specification (described later).

Time

Times are similar to dates. The CRF is designed with a separate box for each digit. Times include
two or three 2-digit parts: hours and minutes and optionally seconds.

Choice

Choice fields consist of 2 or more mutually exclusive options and come in 2 versions:
1. Choice Boxes:

These fields appear on a CRF page as a set of labeled check boxes which can be read by the
ICR software. A data entry widget is created by clicking each of the boxes from left to right for
horizontal layouts like the yes/no question in the example above, and top to bottom when the
boxes are arranged in a vertical column. The order is important. In DFexplore the desired
choice can be selected using the mouse or the keyboard. When the keyboard is used the user
enters the box order number to select it; defining the data field by clicking left to right, or top to
bottom corresponds to most users' intuitive sense of the box order number.

2. Drop-Down Lists:

These fields appear on a paper CRF as a box or line where the user writes a response, but in
the data collection tools they appear as a data field with a drop-down button of response
options. The selected option is then displayed in the data field. To create a data entry widget
for these fields, click the box or drag one out over the CRF background where the field
appears. After dragging to create a field you can use to resize it to match the
longest choice option. If there is not enough room on the data screen to accommodate the
longest option it is truncated when displayed in the data collection tools but the complete option
label can always be seen using the drop-down button.

Check

Check fields appear on a CRF page as a single box which can be checked or left blank. A data entry
widget is created for these fields by clicking the box and then entering a numeric code and a text
label for the 2 response options: blank and checked.

Text

Text fields typically appear on a CRF page as horizontal lines on which the users print their
response. A data entry widget is created by dragging out a rectangular box over the text line. This is
done by clicking one corner of the desired location and holding the left mouse button down while
dragging the mouse to the opposite corner.

While dragging in an upward direction (lower-left corner to upper-right corner), widget height is
constrained to the DFdiscover default of .25 inches. While dragging in a downward direction (upper
left corner to lower-right corner), it is constrained by the choice of 'Maximum Box Height' in the
'‘Guides' section of Global Settings.

When the mouse is released a new widget is created in the foreground color. The widget can be
moved if necessary to adjust its location in the CRF window by holding the left mousebutton down
over the widget and dragging it to the desired location.

Multi-line text widgets can also be created. This is done by holding the [Control| key (or [Command)
key on Macs) while dragging out a rectangular box over a blank area of the CRF. If space is not
available on the CRF for a data entry widget large enough to hold the desired text a single line
widget can be used with a database store length greater than the display length on screen. In such
cases the height of the text field automatically expands into a multi-line text box when the the user
enters the field in the data collection tools, and returns to its display size when the user leaves the
field.




VAS (Visual Analog Scale)

Data entry widgets are created for horizontal Visual Analog Scales, like the 'energy level' question in
the example above, by dragging out a rectangular box the same length as the VAS scale and
positioning it on top of the scale line.

DFexplore and DFweb also supports vertical VAS fields but these fields cannot be read by the ICR
software. Data entry widgets for vertical Visual Analog Scales are created in one of two ways : 1. By
dragging out a box at each end of the scale. The boxes must be wide enough to display a numeric
value and must be positioned so that the top edge of the upper box corresponds to the top end of
the scale and the bottom edge of the lower box corresponds to the bottom of the scale. 2. By holding
down the Command key (MacOS) or left mouse button (PC) and drawing the VAS scale as a single
box.

Hidden Field

Data entry widgets can be created for fields that do not appear on the CRF page by dragging out a
data entry widget anywhere in the CRF window and defining it like any other data field. Such fields
are sometimes used for coding or other central office purposes. Whether a user sees such fields in
the data collection tools is determined by whether their study role includes permission to see hidden
fields.

All field types can be created this way. For choice fields a box for each choice must be created, but
all other field types can be created by dragging out a single data entry widget.

In most cases, you do not want to print labels and boxes for hidden fields on the CRF pages
imported into DFsetup because all users can see what is printed on the CRF backgrounds. The only
thing that is hidden for a hidden field is its database value.

Creating New Fields by Copy & Paste

Any number of fields on the current plate can be copied into the DFsetup clipboard, and then pasted to create new data fields on the same plate or another plate in
the study setup. Copied fields remain in the clipboard until replaced by another copy, and can be pasted as many times as needed to create new fields. The copy

and paste steps are as follows.

1. Select Fields To Be Copied

Fields in the current selection set are shown using the foreground color. A field is selected by clicking it with the mouse. Other fields can be added to create a

selection set by holding down the |Shift| key while clicking each field.

A group of fields can also be selected by holding the key down and then clicking and holding the left mousebutton while dragging a box around the

desired fields.

You can also select all the fields in a module by clicking the module label or selecting the module from the Plates-Modules-Fields list.

There is no method for removing a single field from the current selection. Instead you must cancel the entire selection set and start over. To cancel the current

selection click anywhere in the background (while not holding the [Shift| key).
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= ] Check this box if you have not completed the Patient Diary for this week.

1. Date: o J Took study drug today? 1 | No  1f No, why?

day  month  year

|
My blood pressure today: = f 5 | (mmkg)

My energy level today: Low

2. Copy the Selected Fields

Select > to copy the current selection to the DFsetup clipboard.

3. Paste the Copied Fields

Select Field > to create the new fields. The dialog shown below appears first.

The names and descriptions of the copied fields can be modified for the new fields by: pre-pending, appending or substituting specified strings. This is
optional, and does not change the values in the clipboard copy.

To make the same change to all three field properties, check the box beside the first row. This propagates changes made to this row to the other 2 rows.

Click to paste the new data fields onto the page or to abort the paste operation.




" DFsetup - Paste fields ? X

Rules to modify field properties before pasting:
Alias Substitute | [1 | with [2 |O

Description | Substitute ~ |1 |W|th |2| |

] Prompt Prepend

Cancel

o In this example all occurrences of '1" in the copied fields are replaced with '2' in the field names of the pasted fields.
4. Position the New Fields

The pasted data fields appear offset just below the copied fields and must be moved into position on the page. This is done by clicking and holding the left
mousebutton over any one of the pasted fields and then dragging the entire set of fields into position.

To end the paste operation, leaving the pasted fields in their current position, left-click anywhere in the CRF window background. Individual fields can then be
selected and dragged if necessary to adjust their final position.

Patient 1 2 32 4 5 Patient 1g2 3
Numbaer Initials

WEEKLY PATIENT DIARY

1
Check this box if you have not completed the Patient Diary for this week

= = L = -
1. Date: Took study drug today? m No If No, why?
day monit year
)
My blood pressure today {mmHg)
My energy level fody: Low
2. Date: SR Took study drug today? | Mo 1f No, why?

day monih year
My blood pressure today | / pll (mmHg)

My energy level today. Low Dary [371

5. Edit the New Fields
After creating the new fields you may need to edit some of the field properties to finish their definition. This is done by selecting each field and editing in the

Field Properties panel.

Positioning and Aligning Data Fields

This section does not apply to data fields on plates that are defined as eCRF.

Data fields are typically positioned to overlay the underlying data collection area on the background CRF. Any data field can be selected and then moved to re-
position it. After selecting a data field simply use the mouse to drag the field to it's new position. Releasing the drag will update the position of the data field.

In some cases, the data fields do not have an underlying CRF to guide positioning. Approximate positions for individual fields can be specified by dragging and
dropping fields. Where multiple fields need to be accurately positioned relative to each other, alignment tools are available.

Whenever two or more data fields are selected, the alignment ribbon is displayed at the bottom of the main window. The order in which the data fields are selected
can be important - when aligning, positioning is always done relative to the data field selected first.

Each icon in the ribbon represents an alignment action - when clicked, the positions of the selected data fields are updated to reflect the requested alignment.
Clicking the rightmost icon undoes the last alignment action (note that only the last alignment action can be undone).

E=Smmi=E=HI o fds
The alignment actions are also available from the context menu when two or more data fields are selected.

Reordering Data Fields, Screens and Grouping

The field number displayed in the center of each data entry widget identifies the order in which fields are traversed during data entry. When setting up a new plate
it is important to review the field numbers and reorder them as needed to achieve the desired field traversal.

IMPORTANT: The field order displayed on each plate is also the order in which fields are stored in data records and the audit trail journal files. It also reflects
the order in which fields appear on eCRFs. Revising field order after data has been collected is possible. DFdiscover reorders fields on data records and
saves the previous study setup for use in creating audit trail reports. However all necessary revisions cannot be automated; edit checks for example might
contain code referring to fields by position and/or number that need to be revised. Before proceeding it is essential to consider all of the study components that
may be affected and follow the instructions described in Modifying Plates that Contain Data.

To reorder data fields select >[Order] and use the dialog illustrated.



DFsetup - Order Fields ? e

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

® Manual
Field Name Module Number £
Header {Screen Break)
% visITHUM Common1[1] 6
1% suBJD Common1[1] 7
[ VISDAT Common1[1] 8
[ LeDAT B[1] 9
HbAlc
v [ LBORRES_n B[1] 10
® 1BSTAT B[1] 11
B8 LBNRIND LB[1] 12
B8 weaLsic B[1] 13
PG Screen Break
~ |3 LBORRES_n L8[2] 14
o LBSTAT B[2] 15
H8 LenRIND 8[2] 16
B8 wasic B[2] 17 v

Ungroup  |Insert Sareen| Delete Screen

Cancel

The dialog allows moving fields up/down either by drag and drop operation with the mouse or by using the up/down buttons. For plates with CRF backgrounds,
fields may also be ordered automatically according to their placement on the CRF background, either left-to-right within top-to-bottom or top-to-bottom within left-to-
right. The field number displayed in the last column identifies the order in which fields are traversed during data entry.

Fields can also be grouped/ungrouped using the and buttons. Multiple consecutive fields must be selected in the field list to enable Group). At

least one grouped field must be selected to enable . Drag and drop using the mouse can also be used to add/remove fields in a group.

In DFcollect, screens are used to split the contents of the CRF across multiple tabbed screens for better usability on a tablet. In DFexplore and DFweb, screens
are displayed as section headers which can be collapsed when none of the fields in the screen are currently selected.

By default, each eCRF includes a default screen titled “Main Screen” before the first field on the plate. This default screen is not displayed on the eCRF in
DFsetup, DFexplore, DFweb, or DFcollect. Rename the default screen to something other than “Main Screen” to display it on the eCRF.

To add screens, select the field that begins the next screen, and click [Insert Screen]. Provide a short title for the screen break to provide a header for the different
sections of the CRF. When adding or changing the screen title, press [Enter}[Return] to apply changes before clicking to close the dialog. Any screen without
fields is discarded without warning.

Adding Tables to eCRFs

On eCRFs, fields can be displayed within a table instead of the default display of one field per row. Tables can include a custom number of rows and columns with
custom table title, table header, and row and column headers.

Each cell in a table may contain a single data field or contain custom text (including basic HTML formatting), or remain blank. Additional customization can be
applied to column width, column alignment, and background colors. For eCRF tables displayed in DFweb, you may customize whether the table appears on
smaller screen sizes (tablets and smartphones) to ensure the best user experience.

Tables are supported in DFexplore and DFweb, but not supported in DFcollect at this time.

DFsetup - Add/Edit Table. 7 X
Tables lewTable 4| [+] [*][=
Title ... | <b>Blood Pressure</b>

[ show row borders [ show column borders in data entry window

Fields from [17 2] to [32 [2] |...] [Horizontal Order | color |Per Field ~
Rows 4 headers |Per Field | color [perField v
Columns headers | Per Field +| color | Per Field | width |Per Column | alignment Per Column
able Reset
Table Header 1 2 3 [ show coding label 4 [ show coding label
width) 20 |% .. left width| 15 |% .. center width| 15 |% ... center width _' 22 (% .. center wdth'z_s 1% | left
Systolic Diastolic Sitting\Standing
1
<u>Measurement #1</u><br> 17: VSORRES_n 18: VSORRES_n 19: VSPOS_c 20: VSSTAT
Left arm
2
Right arm 21: VSORRES_n 22: VSORRES_n 23: VSPOS_c 24: VSSTAT
3
<u>Measurement #2</u><br> 25: VSORRES_n 26: VSORRES_n 27: VSFOS_c 28: VSSTAT
Left arm
4
Rigitany 29: VSORRES_n 30: VSORRES_n 31: VSPOS ¢ 32: VSSTAT

DFweb O static width O single column on phone @ single column on phone and tablet

Cancel Apply Done



Creating and Editing a Table

To add or edit tables on the current plate, select |Field| > [Add/Edit Table| or click Add/Edit Table... at the bottom of the main window and use the dialog illustrated.

Alternatively, select the fields to be added to the table first (press [Shift| and click the fields), and then open the Add/Edit Table dialog. The table field numbers will
be auto-filled based on the fields you selected.

To edit an existing table, click any field within the table and open the Add/Edit Table dialog.
Using the Add/Edit Table Dialog

The Add/Edit Table dialog allows the definition of one or more eCRF tables on a plate. Tables are assigned default names which may be customized. Use the
numbered icon next to the table name to see the list of all tables defined on the current plate. Use the icons to add (+), rename (*), or delete (-) tables on the
current plate.

Click |Update Table| after making any changes in the top section of the dialog to update the table in the bottom panel. Click to change back to the default or
last saved selections.

To save your changes and return to the main DFsetup window, click [Apply| and then . To close the dialog without saving your changes and return to the

main DFsetup window, click [Cancel|.

Define Table Contents

The Add/Edit Table dialog provides a variety of ways to customize your table, but there are two key components which are required for every table:

« Fields - Specify the field numbers to include in the table. Click B to select from the list of fields on the current plate. These are auto-filled if you selected fields
on the plate before opening the dialog. Note that a data field may only be included in one table at any given time.

¢ Rows and Columns - Specify the number of rows and columns you want the table to display.

All other specifications are optional.
Title and Headers

The table title is optional and is displayed above the table on the eCRF.

Use the Rows and Columns headers dropdown in the top section of the dialog to apply the Field Name, Field Alias, Field Prompt, or Field Description to all row
and column headers in the table.

In the bottom section of the dialog, headers for the table, rows, and columns may be manually entered or modified, or any of Field Name, Field Alias, Field Prompt,
or Field Description may be autofilled via the E] within the selected header cell.

Note that subsequent updates to the alias, prompt, or description in the field properties will not update the table headers automatically.

The table header and column headers are formatted as bold text by default, while the table title, row headers, and custom text in cells are formatted as plain text by
default. Simple HTML may be used for additional formatting, such as using bold and italics, changing the font color, or adding line breaks, spacing, or symbols. The
same HTML formatting allowed in the Prompt and Instruction field properties is also allowed here. Note that < (&lt;) and > (&gt;) symbols need to be entered as
HTML symbols. Use the Open Editor option under E for a larger window to edit the text.

The table title, row and column headers, and custom text in cells may contain up to 1500 characters.
Table Display Options

Below the table title field, opt to show both, either, or neither row and column borders for the inner cells of the table.

By default, fields are displayed in horizontal order, row by row. To display fields in vertical order, column by column, select Vertical Order from the dropdown.
Column Width

Column widths are equally distributed across the width of the eCRF by default but may be customized by specifying the percentage of the total form width.

The width of individual columns may be defined manually as a percentage of the total table width using the width field at the top of each column. The sum of all
column widths may not exceed 100%. It is recommended to specify the width for each column. The height of each row is auto-adjusted based on its contents.

To reset all column widths to the default (except the table header column), use the Columns width option in the top section of the dialog.
Column Alignment

Column headers and contents are left aligned by default. This may be changed via the B button at the top of each column to set the alignment to left, center, or
right within the column.

To set alignment for all columns (except the table header column), use the Columns alignment option in the top section of the dialog.
Coding Labels

Where choice or check fields are included in a column, the show coding label option will be available. This controls whether the label is displayed for check and
choice fields in that column. Use the Show As field property to customize the appearance of choice fields (see Specific Properties for Choice Fields for details).
Column headers may include a backslash (\) to subdivide headings within the column, for example for choice field options without labels.




Custom Cell Content

The cells within a table may include a single data field or custom text, or may remain a blank cell. Click E] in a selected cell for options to insert or delete a blank
field and to insert or delete a blank column. When a blank field is added, a blank cell is created and the data field is moved to the next cell, whether in the current
row or the next row. Note that each row in a table must include at least one data field.

To add custom text within a table, create a blank field, select the cell, and begin typing. Simple HTML formatting is allowed as for the Prompt and Instruction field
properties. Note that < (&lt;) and > (&gt;) symbols need to be entered as HTML symbols. Use the Open Editor option under B for a larger window to edit the text.

Background Colors

Define background colors for different sections of the table in the top section of the Add/Edit Table dialog or for individual cells, rows, or columns in the bottom
section of the dialog.

To set a background color for the title, click E] next to Title to open the Select Color dialog and click after selecting the desired color. Note that darker
background colors may require a lighter font color defined with HTML code.

To set a background color for any of the sections of the table (fields, rows, columns), select Select Color from the color dropdown. In the Select Color dialog, pick
a color or enter the HTML color code (#AARRGGBB) in the color field, and click to apply. To reset the background color, select Default from the color
dropdown. The Default option displays the eCRF background color defined in DFexplore preferences.

To set a background color for individual cells, rows, and columns:

« Select the cell, click Q and select [Select Color|. In the Select Color dialog, pick a color or enter the HTML color code (#AARRGGBB) in the color field, and

click [OK] to apply.

» The same background color may be applied to the whole row or column from the header cell by selecting the [all fields| option in the Select Color dialog.

« To reset the background color, open the Select Color dialog, click the reset current field to default checkbox, and click to apply.
Responsive Table Display

Because DFweb supports various screen sizes (desktop/laptop, tablet, smartphone), the DFweb option at the bottom of the dialog determines how the table is
displayed on smaller screen sizes:

« Static width - Keep table width static on all screen sizes. This will lead to horizontal scrolling on tablets and phones.

« Single column on phone - Display all fields in a single column on phone size screens only. Tables are displayed on desktops and tablets (where scrolling
will be required) but not on phones.

« Single column on phone and tablet - Display all fields in a single column on both phone and tablet size screens. Tables are displayed on desktops only, not
on tablets or phones. This is the recommended option for best user experience.

eCRF Preview Options

Use the [Desktop Preview], [DFweb - Tablet], and [DFweb - Phone] preview options in the main window footer to see an approximation of the eCRF appearance in
DFexplore and DFweb at different screen sizes, without leaving DFsetup.

The table definition above results in the below table as shown in DFexplore:

Blood Pressure

Systolic Diastolic Sitting Standing
oo [ e [ Jew 0 0 Dvamm
Right arm _] mmHg [_I mmHg Q Q [ not done
7&?2'::?12“1 = :I mmHg I:l mmHg @] (@] [ not done
Right arm —| mmHg [—| mmHg O O ] not done

The same table definition is shown here in DFweb on a desktop or laptop screen:

Blood Pressure

Systolic Diastolic Sitting Standing
Measurement #1 nnn  MmMHg nr mmHg ' Not done
Left arm
Right arm nnn | MMHg r mmHg | Mot done
Measurement #2 nnn  MMHg ann  MMHg | Not done
Left arm
Right arm nnn  MMHg ann  MMHg | Mot done

And the first row of the table shown in DFweb on a phone screen:



Blood Pressure
Measurement #1 - Left arm

Systolic [ Diastolic

nnn mmHg
nnn mmHg

Sitting Standing

Reset

Not done

Displaying Images on eCRFs

DFdiscover provides limited support for displaying embedded images directly on eCRFs in DFweb and in DFengage. Images must be hosted on a web server
and be publicly accessible via URL, and are not available offline. Use HTML to include the image source in the field prompt, field instruction, or eCRF table text
(e.g., <img src="[image URL here]" alt="Example embedded image">). Embedded images are not supported in DFsetup, DFexplore, or DFcollect at this time.

As an alternative to embedding images directly on an eCRF, you can include a link to the hosted image which opens in a new browser window. Use HTML to link
directly to the image (e.g., <a href="[image URL here]" target="_blank" rel="noopener noreferrer">Example image link</a>). This method works in DFexplore,
DFweb, and DFengage but is not supported in DFcollect.

Modifying Plates that Contain Data

Because the field numbers on each plate match the order in which fields are stored in the study database, inserting, or deleting fields after data has been collected
must be done with care as described in this section.

DFdiscover provides support for field numbering changes that occur after data has been collected, because fields have been reordered, added, inserted or
deleted. Such changes can only be made using the Exclusive or Developer modes in DFsetup. When setup changes are saved DFdiscover will:

o permanently and irretrievably delete any data fields that have been deleted in the study setup
¢ add blank values for any data fields that have been added to the setup

« reformat existing data records to match the new field order

¢ update queries and reasons so they remain attached to the correct data fields

« save the old setup specification, and add setup revision records to the study journal files so that the audit trail report are able to keep track of the field
changes

But this is all that DFdiscover can do automatically. In addition you may need to make the following revisions manually:

o Edit checks that refer to fields on the revised plate by number or using the @T relative position notation may need to be revised because of field number
and/or position changes.

Shell scripts that use DFexport.rpc to export data records for custom reports, plate arrival triggers, “dfexecute * edit check functions, or other tasks performed
by custom programs may need to be modified to deal with the new field order.

DFsas job files used to create SAS® data sets containing data from revised plates may need to be modified to account for any new or deleted fields.

Task and List View definitions for the revised plate may need to be corrected.

If DFsqlload is used to export study data to an SQL database the table definition is updated and the restructured data reloaded the next time DFsqlload is
run. However, you may need to revise SQL procedures stored in your SQL database to deal with the plate revisions.

NOTE: When using development-production study pairs, and extensive changes are made in the development study to plates with existing data, the system
may not be able to automatically restructure all existing data records when publishing to the production study. In this scenario, DFexplore displays an error
message when opening any affected CRF that the data record must be reviewed centrally, and DFE_ICrecords legacy report must be used to identify and
export records that require restructing. Import the data using DFimport.rpc or DFexplore’s data import function using the ‘auto correct’ feature to update the
data records.

If you need to modify the data field list on a plate but are unable or unwilling to make the manual modifications required by a change in field numbering you may
want to make your changes in a way that preserves the existing field numbers. This can be accomplished as described below.

1. Enter DFsetup in Exclusive Access Mode
No other user can be in the study database while these changes are being made.

2. Import the Revised CRFs


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/reportsman/html/reportsman.html#df_icrecords
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/progman/html/progman.html#dfimport.rpc
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/dfexplore/html/dfexplore.html#importing-data-records

Import the revised CRF pages as described in Import CRFs. Because the plate number on a revised CRF already exists in the study setup, the import dialog
will show Replace beside the plate number. This indicates that the new CRF page will replace the existing one. You do not need to import all CRF pages,
only the ones to be modified.

3. Adjust Field Positions

Any fields which no longer appear in the correct locations should be selected and moved to their new positions on the CRF. When doing this be sure you do
not change the field numbers. If you need to change the field traversal order this can be done by applying edit checks as described below.

4. Deleting Fields or Modules

Do not delete data fields or modules if you want to be able to retrieve this data in the future or you want to be able to create an audit trail tracing the history of
these fields using [Field] > [Show History of All Changes to This Field] in DFexplore or in DFweb. When a field or module is deleted from
the study setup, DFdiscover permanently deletes any values that exist for these fields, and the fields themselves, when the setup changes are saved. Also it
is important to realize that you cannot re-create deleted fields in the setup to bring them back, because each new field gets a new internal field tracking
number, even if the field is given the same name and appears on the same plate. A re-created field has no link to any previously deleted version of that field.

Instead of deleting fields you no longer want to appear in the data collection tools we recommend that you hide them, either by setting the Hidden field
property to 'Yes' so that users without permission for hidden fields do not see them, or by using edit check function dfaccess.

If you decide to delete fields or modules, and then use report DF_ATmods to produce an audit trail showing the history of all changes on the plate that
contained these fields, the report shows the history of the deleted fields and the point at which they were deleted. This is true even if you also delete the plate
itself.

5. Adding Fields or Modules

When a new field is created, it is automatically assigned the next field number after the last one on the plate and thus does not change the numbering of
existing fields. The new field must already be defined in a new or existing module.

If you do not want the new fields to be positioned at the end of the plate drag them to the desired location on the CRF page, but leave the field numbers
unchanged. We will fix field traversal in the next step.

When fields are added to the end of a plate DFdiscover will reformat the existing data records to insert the new fields with blank values. Thus the data
records will change but the field order will not change for all of the data collected so far.

6. Changing Field Traversal Order

By default the data collection tools traverse data fields in field number order when a user tabs through the data fields on the plate. If you have reordered fields
or positioned new fields between existing fields, this is no longer the desired field traversal order. An edit check can be used to achieve the desired order,
without changing field numbers, as illustrated below.

# Run: on field exit

# Use: change backward and forward fields traversal
# Arg: f1 = next field on backward traversal

#  f2 = next field on forward traversal

edit GOTO(number f1, number f2)

if( dfdirection()>0 ) dfmoveto(@[f2]);
else if( dfdirection()<0 ) dfmoveto(@][f1]);
}

For example, if a new field numbered 44 has been positioned between fields 15 and 16 use edit check GOTO as follows:
o On exiting field 15: GOTO(14,44)
o On exiting field 16: GOTO(44,17)
o On exiting field 44: GOTO(15,16)

A similar approach can be used to skip over "deleted" fields (which are not really deleted, just no longer relevant). For example field 22 could be skipped by
adding GOTO(21,23) as a field entry edit check on field 22. This has no effect if the user clicks on field 22 with the mouse but is skipped when keyboarding
through the fields.

7. Test The Revised Plate

First review the revised plate in the DFexplore List view to verify that any new fields appear at the end of the data records, as expected. Then build a task set
containing the revised plates using [Select| > By Data Fields]| in the DFexplore Data view, and tab through the fields to check: field traversal order, edit check
behavior, and data field values.

8. Other Revisions

Although this procedure does not change the numbering of existing data fields you may need to make revisions to include any new fields you have added in:
edit checks, DFsas jobs, shell scripts, and task and list view definitions. Any required modifications are much less complicated than would have been the case
had you changed field numbering on the plate.

Adding & Deleting Plates

1. Deleting Plates

A plate can be deleted from the study setup by selecting [Study| > [Delete Plate], and then removing the plate from the study Visit Map using > [Visit Map).
Deleting a plate deletes the plate definition from the study setup and makes it impossible to enter new data records or retrieve existing data records for the
deleted plate.




Deleting a plate has no effect on other plates.

IMPORTANT: Do not delete a plate (or data field) and then re-create it. Each new data field gets a new internal field tracking number, thus any such re-
created fields would be considered new with no link to the deleted fields, even if you define them with the same field name on the same plate number.

When the setup is saved DFdiscover deletes the data values for all deleted fields. It thus becomes impossible to retrieve them. Also since the study
setup no longer includes the definition of deleted fields it is not possible to generate an audit trail report that focuses just on the deleted fields. To show
the history of deleted fields DF_ATmods must be run to show all changes on the relevant plate.

2. Hiding a Plate

Instead of deleting a plate you may simply want to hide it from some or all users. A plate can be hidden from selected users by changing the role definitions
set for all users in DFadmin.

Simply removing a plate from the study visit map, while making it impossible to enter new data records for that plate, does not prevent users from retrieving
and changing existing data records, unless the records are hidden using dfneed in the DFopen_patient_binder edit check. If this is not done the existing data
records are shown as unexpected (by the current study visit map) in the subject binder.

3. Adding New Plates

Since each plate is stored in a separate data file a new plate can be added at any time with no impact on existing plates. The process is the same as the
steps followed to create the original study plates. PDF files containing the new CRF images are imported, and given new plate numbers. New styles, modules
and data fields can then be created as needed for the new plates. As soon as the new plates are added to the study visit map, they become available in the
data collection tools for data entry. This can be done while users are logged in to a data collection tool, but such users do not see the new plates unless they
exit and re-enter the study, or the next time they login.

4. Adding New Versions of Existing Plates

Sometimes the revisions required to an existing CRF plate are so extensive that it is not possible to simply modify the existing plate as described in Modifying
Plates that Contain Data. Instead a new version of the CRF page with a new plate number may be required. As described above adding a new plate can be
done at any time, but how do we tell DFdiscover that this new plate is a new version of an existing plate?

To accomplish this we need to make some changes to the study visit map and add some new cases to the conditional visit map. First, if the old version of the
plate was required at some visits the visit map must be changed to make the new version required and move the old version to the optional plate list. And if
the old version was optional the new version needs to be added to the optional list so that both versions appear in the optional list.

The final step is to add two new conditions to the conditional visit map, one that declares the new version unexpected if the old version has been entered, and
another which declares the old version unexpected if the new version has been entered.

Modifying Style, Module & Field Definitions

During a new study setup you may decide to create and apply a new style to fields you have already defined, or modify some of your previous style, module or field
properties. Changes you make at the style level follow these rules:

« properties you lock at the style level are automatically applied to all modules with fields that use that style.

« style properties you define but do not lock (i.e. default suggestions) are automatically applied to any field that uses that style if that property is not already
locked at the module or field level.

Style default suggestions can be useful when defining new fields, but in most cases you should apply the field level lock to all properties not locked in the style or
module, so that any change in the default style suggestions are not applied to existing data fields.

IMPORTANT: Style, module and field properties can be modified in any way you want before data collection begins, but if data has already been entered you
must not change field, module and style properties in a way that would conflict with the storage or interpretation of the existing data values.

If data exists in the database for fields you plan to redefine follow these rules:

« Do not change the label of coded fields if this would change the meaning of existing data values. For example, if a field is coded 1=yes and 2=no, do not
change the coding to reverse the meaning to 1=no and 2=yes.

Do not change the field storage length if values already collected would not fit in the new storage length. DFdiscover does not automatically truncate all
existing values in these fields, but if someone resaves the data record, either after modifying some field or just to move it to a new workflow level, any
oversized fields are truncated.

Do not change the format of date fields if this would make existing data values invalid. For example, changing a date format from dd/mm/yy to mm/dd/yy
would switch the meaning of the day and month components of all existing date values.

Changing a numeric format in a way that expands the values that can be saved does not change the numeric value of existing database values. For example,
if the format is changed from nn.nn to nn.nnn, an existing value of 12.34 would simply become 12.340 if the record is retrieved and resaved in the data
collection tool. But doing the opposite, reducing the size or precision of a data field, does make existing values incompatible with the new format. For
example, changing the format from nn.nnn to nn.nn, would truncate existing numeric values and changing a format from nnn to nn might mean that some
current values no longer fit in the data field.

Changing the format does not automatically change the data fields in the database. When an affected data record is retrieved, warning dialog is displayed
showing the affected fields. Then, after reviewing and perhaps correcting the changes, the record must be saved to store the newly formatted values in the
study database. If you are sure that all values fit in the new format and do not want to review the changes, the records can be retrieved and batch validated in
DFexplore.

« Do not change names unless you are willing to also change all of the places where they are used, e.g. edit checks, SQL snapshots, and DFsas job files.



¢ There is no harm in changing data field descriptions, but there is one consequence you need to understand. When a new data query is created the data field
description is added to the query, and becomes part of the query record. The field description in existing data queries is not updated when a data field
description is changed. Changing the description only affects data queries created after the change is made.

« There is no harm in changing legal value definitions during a study. It is not uncommon to expand the legal range to allow a wider range of values to be
considered legal. Since all existing fields meet an expanded range, an expanded legal range presents no problem.

Decreasing the legal value list is also allowed and has no effect on values that have already been collected, even if they are now illegal. The only
consequence is that some data records that have been saved with status final may no longer qualify for this status. Nevertheless, the status of such data
records are not changed, unless they are resaved in the data collection tool. If you want to do this, the easiest way is to open the data records in DFexplore's
List View and sort on the modified data field. You can then double-click each now illegal value to jump to the Data View and resave the data record with status
incomplete, perhaps after adding a data query to the now illegal values.

« There is no harm in adding a new code to an existing choice field. This does not affect any of the existing codes, and thus does not change the interpretation

of existing data fields. However, adding new coding options to a choice field may require modifications to the CRF to add check boxes for the new choice
options.

Modifying a Data Entry Widget

If the CRF layout of a data fields changes (e.g. to add check boxes for new choice options, change the layout of existing choice options, change a text field from
single line to a multi-line box, increase the number of digits in a numeric field, etc.) you do need to import a modified CRF background and change the data entry
widget to match the new field design. Proceed as follows; we'll use adding a new choice option as an example:

1. Modify the CRF page to add the new choice box options and save it as a PDF file.

2. Open the module view and select the module and field you wish to modify. Add the new choice option to the field properties and save it.

3. Import the revised CRF page using [Study] > Import CRFs| to replace the existing CRF background image. This has no effect on the data fields already
defined on this plate.

4. Adjust the position of data fields on the new CRF background, as needed by dragging them to their new locations on the page.

5. Drag the widget for the choice field to be changed out of the way, and then click each of the boxes making up the field, just as though you were defining it all
over again.

6. When all choice boxes have been identified, click the choice field widget that you moved out of the way. A dialog appears asking if you want to relocate the
data field to the new boxes you have just checked.

7. Click . The data entry widget you moved out of the way vanishes and the revised field definition moves to the new data entry widget you just created.

This same procedure can be used to reassign any data field to a new data entry widget.

IMPORTANT: Remember that changes to the study setup are not permanent until you select > [Save]. Changes can only be tested after saving, when the
new setup becomes available. Remember as well that DFexplore reads the setup only once when it starts. To reload a new setup requires restarting
DFexplore.

eSignatures and 21 CFR Part 11 Compliance

The eSignature module provides a fully compliant default record signing mechanism that meets 21 CFR Part 11 requirements without additional edit check
programming and testing. The eSignature module can be instanced on any page. The case where a single signoff page covers a range of pages is not
implemented. It is possible to batch sign pages, making the job of maintaining compliance a bit easier.

DFdiscover comes preloaded with the eSignature module. When you create a new study definition, or import an existing study definition from an older version of
DFdiscover, the eSignature module appears in the list of modules.

NOTE: The eSignature module was updated in DFdiscover 2018 Version 5.1.0 to additionally include a reason for the signature. All versions provide name of
signer, date and time of signing.

The eSignature module has six predefined fields:
« SigName: the full name of the signer. The system determines this by matching the login username with the user definition in the permissions database.
« SigDate: the date of signing, in the server's time zone.
¢ SigTime: the time of signing, in the server's time zone.
« SigReasonChoice: the reason for the signing, as a choice.
« SigReasonString: the reason for the signing, as a text string.
« SigTimestamp: the date and time of signing, from the signer's computer and local timezone, in ISO format including UTC offset.

The eSignature module can be used as is to implement eSignatures on a plate, however any fields of the appropriate data types can be designated as eSignature
fields based on the Use field property. See Special Field Uses for more details.

Requiring eSignature on a Plate

There are several features that must be implemented for proper utilization of an eSignature in DFdiscover.



1. The eSignature module (or other module including fields with the appropriate eSignature field use defined) must be added to each plate that requires signing.

2. Each of SigName, SigDate, SigTime and one of either SigReasonChoice or SigReasonString must be instanced on each such plate. Optionally, use
SigTimestamp in place of SigDate and SigTime to capture the user’s local date and time in ISO format including the UTC offset instead of the date and time in
the server's time zone.

To map the fields to the CRF requiring eSignature, the plate must be designed to accommodate it's use.

Plates-Modules-Fields
~ [ 1 - DM: Demegraphics
> Common[1]*
» DM[1]*
~ [ 11 - TM: Termination
» Common [1]* Specify reason participant refused
» DM[1]
~ eSignature [ 1] * Specify other reason for term
SigName *
[ sigDate * Associated with an adverse event?
@ SigTime ™
B8 sigReasonChoice *
SigReasonString

Cause of Death

-
(=7

2. Cause of Death

-
-~

-
T

AE Log Page #

-
-

= -
o w

> TM[1]% .
> [ 20 - ENR: Enrollment Specify AE 18
> [0 490 - TM: Termination
Comments 19
Signature [ 1 ]
! eSignature Name 20 ssignature[ 1]
eSignature Date 21
eSignature Time 47
eSignature Reason 23

For an eCRF plate, it is sufficient to drag the needed fields from the eSignature module to the plate definition.

3. In the plate properties dialog, the plates that require eSignature must also have the Eligible for signing when choice set to one of Final (the default setting)
or Final or Incomplete. Either choice is acceptable - the proper choice will be defined by the needs of the study workflow.

7| DFsetup - Plates = a X
Number Label eCRF  Sequence is ICR  Layout Fill Color T.Fg%:;sagg;b’ SEﬁEﬁELH Arrival Trigger
1 DM: Demoagraphics No  First Data Field MNone #FFEBEGDC No Final
ilU IE: Inclusion Exclusion No  First Data Field Standard #FFEGEGDC No Final
IZU ENR: Enroliment No  First Data Field Standard #FFEGEGDC No Final
i30 VS: Vital Signs No  First Data Field Standard #FFEGESDC No Final
l4U PE: Physical Exam No  First Data Field Standard #FFEGEBDC No Final
ISO LB: Hematology Results  No First Data Field Standard #FFEGEGDC No Final
.60 CCPR: Cardiac PCIReport Mo  First Data Field Standard #FFEGESDC Mo Final
llUl SE: Subject Encounter  No  First Data Field Standard #FFEGESDC Mo Final
jmz gﬁ;éﬁiemtdics Yes First Data Field Portrait No Final
wl [ driing No Fist Data Field Standard #FFEGEGDC No Final v
< >

Revert | Apply

4. eSignature permission must be granted by an administrator.

To be able to sign a page, the user must, for whatever role they are using, have the P permission checked.

Tools & Reports  Auto Logout Permissions

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 cC M D A
30 7 ALL  [] Show [] Show ALL  ALL M & s
40 10 ALL Show Show ALL ALL E ™ M = ] [
1-10  ALL ALL Show Show ALL ALL o ™ M ™M s
[ Show [ show o o o o o o o i o |



In this example, eSignature permission is granted for plates 7 and 10, as defined with two lines in the permissions part of the role definition.
Signing with the eSignature Module in DFexplore and DFweb

When the current plate contains fields from the eSignature module, the logged-in user has eSignature permission, and the Eligible for Signing when condition is
met for the status of the current record, the user will be required to sign the record whenever there are changes and they save it. To sign the record, the user is
prompted for their username and password credentials on the first record signing during a given session and then just their password on subsequent signings in
the same session.

Once the credentials are accepted, the eSignature fields are automatically populated. Any changes to the data on a signed plate will remove the eSignature (by
blanking the eSignature fields) and will again require signing by a user with permission to e-sign when the eligibility conditions for signing are met.

If the credentials are not accepted in a session, the system will re-prompt for the username and password to be entered. Multiple consecutive attempts to sign with
invalid credentials will cause the signing to fail, the user to be logged out and a notification email to be sent to the administrator. The specific number of
consecutive attempts is determined and set by the administrator.

Field Menu

This chapter describes the functions located under the Field menu.

Copy

One or more fields can be copied and pasted to create new fields on the same or different plates. To select a single field, click it in the CRF window. To select
multiple fields, hold the [Shift| key while clicking each field to be copied, or while holding the [Shift| key, click and drag a bounding box over the desired fields. To

select all fields on the current plate use > [Select All].

After selecting fields, use > to copy them to the DFsetup clipboard. The size, properties, and screen location of the selected fields are all included in
the copy.

The clipboard holds only one copy at a time. Making a new copy overwrites any previous copy. Copies are not preserved across login sessions.

Paste

To create new fields, the most recent copy can be pasted from the clipboard to any plate. When > is selected the following dialog appears which
allows you to make changes to the copied names and descriptions while pasting the new fields.

DFsetup - Paste fields ? x

Rules to modify field properties before pasting:

£ Alias Substitute | [MEDL | with [MED2 |4
Description | Substitute MED1 with |MED2
Prompt Substitute MED1 with |MED2
Cancel

In this example, all instances of 'MED1" in the copied fields properties are replaced with 'MED2' in the pasted fields.

Before clicking to paste the new fields onto the current plate, the new field names and descriptions can be modified from the copied values by:
« pre-pending something to the current value,
« appending something to the current value, or
o substituting text in the current value with new text.

Making changes in this dialog is optional and a warning appears after clicking if you have not created unique field names using the prepend, append or
substitute feature.

After clicking the pasted fields appear in the CRF window, offset slightly from the position of the copied fields, and highlighted to indicate that they are
selected. The pasted fields can then be moved to the desired location on the page by clicking them, holding the mousebutton, and dragging them as a set. After
releasing the mousebutton, click anywhere in the CRF window to end the paste operation, or if you want to cancel the operation at this point select >
to remove the pasted fields.

After pasting, the new fields may be selected to modify field properties or change tab order.

Delete

One or more fields on the current plate can be deleted by selecting them in the CRF window and then selecting > [Delete]. A confirmation dialog appears. If
delete is confirmed, the fields are removed from the CRF window. The change is made permanent the next time you select File > to save all pending
DFsetup changes to the DFdiscover server.

Select All

Use this option to select all fields on the current plate.



Add/Edit Table

Use this option to add a new table or edit an existing table on the current plate. Tables may be defined on eCRF plates only. See Adding Tables to eCRFs for more
details.

Order

The number that appears in the center of each field widget in the CRF window has the following uses:
e it corresponds to the order in which data fields are visited when using the or keys to traverse fields in the data collection tools,
« it may be used in edit checks to refer to data fields, and is particularly useful in generic edit checks,
« it may be used to reference data fields in some DFdiscover reports, shell level programs and data collection tool views, and
« it corresponds to the order in which data fields are stored in the data and audit trail records in the study database.

To change the field order on the current plate select > [Order].

DFsetup - Order Fields ? Y

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

@® Manual

Field Name Module Number L]
Header {Screen Break)
% vIsITRUM Common1[1] 6
¥ sueip Common1[1] 7
[ VISDAT Commonl[1] &
[ LBDAT B[1] 9
HbAlc
~ [i% LBORRES_n LB[1] 10
# LBSTAT B[1] 11
B8 LenrmD B[1] 12
B8 weasic 8[1] 13
FPG
~ |i%3 LBORRES n B[2] 14
o LBSTAT 2] 15
B8 LBNRIND B[2] 16
B8 BaLsic B[2] 17 v
Group ngroup  |Insert Screen Delete Scree
Cancel

This dialog allows moving fields up/down using either the mouse in a drag and drop operation or using the up/down arrow buttons. For plates with CRF
backgrounds, fields may also be ordered automatically according to their placement on the CRF background, either left-to-right within top-to-bottom or top-to-
bottom within left-to-right.

Fields can also be grouped/ungrouped using the buttons as labeled. Multiple fields must be selected in the field list before > can be selected.
Similarly, at least one grouped field must be selected to enable menu item. Drag and drop using the mouse can also be used to add/remove fields to a
group.

In DFcollect, screens are used to split the contents of the CRF across multiple tabbed screens for better usability on a tablet. In DFexplore and DFweb, screens
are displayed as section headers which can be collapsed when none of the fields in the screen are currently selected.

By default, each eCRF includes a default screen titled “Main Screen” before the first field on the plate. This default screen is not displayed on the eCRF in
DFsetup, DFexplore, DFweb, or DFcollect. Rename the default screen to something other than “Main Screen” to display it on the eCRF.

To add screens, select the field that begins the next screen, and click [Insert Screen]. Provide a short title for the screen break to provide a header for the different
sections of the CRF. When adding or changing the screen title, press [Enter}{Return] key to apply changes before clicking to close the dialog. Any screen

without fields is discarded without warning.

Click to apply order, grouping and screen changes, or to make no changes.
Group

Two or more neighboring fields on the current plate can be grouped by selecting them and selecting > . A circle with the order number of the first field
in the group appears to the right of each field widget included in the group.

Grouping fields in an eCRF allows for the visual grouping of multiple check or choice type fields. Grouping is ideal when there are several related fields that have
code labels. The Prompt of the first field in the group is used as the prompt for the group by default, and the field prompts for all other fields are not displayed.

Ungroup
A group of fields can be ungrouped by selecting any field in the group and then selecting > [Ungroup].

File Menu

This chapter describes the functions located under the File menu.



Preferences

While choices made in [Study| > [Global Settings| are study specific, saved on the DFdiscover study server, and apply to all users regardless of what computer they
use to run DFsetup, choices made in > |Preferences| are user specific, saved on the computer from which DFsetup is run, and apply to all studies that the
user can access. These user preferences can be changed at any time.

DFsetup - Preferences ? X

Auto Logout
Exit after |60 3| minutes of inactivity

Show
4 Icons

[J CRF Page Coordinates

Save Auto Recover Info
Save every|5 < | minutes

Background Color
O Black O White @ Color

CRF
[ Enable Smart Select

Lookup Tables
[ Auto load study lookup tables

[J Auto load global lookup tables

Cancel

In this example:
« DFsetup exits after 5 minutes of inactivity.
« Field type icons are displayed in style, field, module and plate lists.
« A recovery (auto save) file containing any unsaved changes is created every 5 minutes.
o The CRF backgrounds appear in their original color.
« Smart Select accelerates field definition by automatically selecting horizontally adjacent CRF boxes when any single CRF box is selected.

« Both study and global lookup tables are not auto loaded. Enable these options to load all lookup tables when opening the Lookup Tables dialog, instead of
loading each lookup table as they are selected in the dialog. These options are disabled by default.

Auto Logout: For security, DFsetup includes an auto logout feature that terminates the DFdiscover server connection after a specified period of inactivity. Values
between 1 and 60 minutes may be selected.

If a DFsetup session does auto logout a dialog that allows the user to re-connect easily is presented.

DFsetup - Auto Logout ? X

e Due to inactivity, the connection has been logged out.

To login again the user must re-enter their password for the DFdiscover server and then reselect the study.

Show/Hide: Data type icons and CRF coordinates can be independently displayed or hidden. Their visibility has no impact on the study setup - they are provided
only as optional guides.

Save AutoRecover Info: Under normal circumstances, selecting > sends all changes to style and field definitions, plate properties and global settings
to the DFdiscover study server. It is wise to save work frequently to avoid losing setup modifications because of an auto logout, a dropped internet connection, a
power failure, or a computer system crash.

For additional protection, DFsetup does, at the specified time interval, create an auto save file for the current study setup, edit checks and lookup tables, in a
temporary directory on the local computer. The auto save file is created and updated whenever there are changes that have not yet been saved to the study
server. An auto save file is also created, if there are any unsaved changes, immediately before an auto logout. The auto save file is removed when a >
is successfully completed.

If the computer you use to run DFsetup has an auto save file for the specific study, then regardless of who created it, DFsetup compares the auto save file with
the version of the study setup saved on the server. If the version saved on the server is newer than the auto save version, a warning message is displayed and the
auto save file is removed.



* | DFsetup - Auto Save ? X

An auto save version of the study setup created by

! demo on Tue Mov 5 11:45:16 2024 cannot be used
because a later version created by laura exists on the
DFdiscover server,
The later version will be apened.

This warning appears if an auto save version exists but is out of date.

If the auto save version of the study setup is more recent than the version saved on the study server a dialog appears allowing the user to choose which version
should be used.

" DFsetup - Auto Save ? x

o An auto save version of the study setup created by demo on
Tue Nov 5 11:22:03 2024 is available.

It contains unsaved changes.

Do you wish to use it?

Yes No Cancel

o If is selected the study setup is loaded from the local auto save file. Remember to choose > to commit the changes back to the server. At that
time the auto save file is also removed.

o If is selected the study setup is loaded from the study server and the auto save file is removed.

o If is selected login to the study is aborted and the auto save file remains in place.

WARNING: The auto save mechanism preserves modifications to style and field properties, plate options and global settings, all of which are stored in files
DFsetup and DFfile_map. It also saves unsaved changes to edit check source files and lookup tables. It does not save modifications to other setup
components (sites, visit map, etc.), which are saved in separate configuration files immediately upon selecting in their respective dialogs.

If an auto save version of an edit check source file exists on the local computer, an auto save file recovery notification appears and the file is recovered as a new
unsaved file. This notification appears when the edit checks view is opened. The recovered file can be renamed, saved or deleted. Renaming the file follows
standard file naming restrictions. Since the default behavior is to prevent renamed files from overwriting existing files, to complete recovery of an edit checks file:

1. Open the recovery file and review the contents. Confirm that the unsaved changes are present.
2. Select the full contents of the file in the editor dialog. Copy the contents.

3. Close the recovery file.

4. Open the original file.

5. Paste the copy contents in the original file, replacing the file contents.

" DFsetup - Auto Save... ? X
o An auto save version of edit checks file 'DFedits’
created on Tue Nov 5 12:00:11 2024 has been
recovered.

It contains unsaved changes.

This notification appears if an auto save version of an edit check file exists.

If an auto save version of a lookup table file exists on the local computer, an auto save file recovery notification appears and the file is recovered as a new unsaved
file. This notification appears when the lookup table editor is opened. The recovered file can be renamed, saved or deleted. Renaming the file follows standard file
naming restrictions.

" DFsetup - Auto Save.. ? X
o An auto save version of lookup table file testlookup.lut'
created on Tue Nov 5 12:00:11 2024 has been

recovered.

It contains unsaved changes.

This notification appears if an auto save version of a lookup table file exists.

[ |




WARNING: Auto save is local. The auto save file recovery notification for edit checks and lookup tables is only triggered when the respective views are
opened on the computer that has the local auto save files.

Background Color: Imported CRFs are displayed as backgrounds on which the data field definitions are created. The background color attribute can be changed
with this preference.

CRF: Enabling Smart Select allows the user to select multiple CRF boxes with a single click if they are horizontally adjacent. When any such box is selected, all
adjacent boxes are automatically selected and ordered from left-to-right to ensure proper layout and ICR.

Link

Two DFdiscover studies may be linked with one defined as the development study and the other as the production study. When a link is created the production
study setup is locked and cannot be changed except by published changes from the development study. This allows the development study to be used to make
and test setup changes before implementing them in the production study.

Because it is very restrictive Developer access mode should only be used to perform the functions listed under the > menu item (described below), and
all changes to the development study should be made using Exclusive, Normal or Configuration access modes.

To perform the functions available from the > menu in Developer access mode users must be a DFdiscover administrator or study administrator for the
current study and have at least 'Setup-Plates' permission for both the development and production studies.

The > actions include:
Create Production Study:

¢ This option is typically used when setup and testing has been completed for a new study and you are ready to publish the setup to the DFdiscover study (the
"production” study) that is used to run the study.

Before selecting this function the new production study must be created in DFadmin and have at least one role.

Candidate studies are displayed in a selection list.
« Only new study databases (i.e. DFsetup not yet defined) for which the user has 'Setup-Plates' permission appear in the list of candidate studies.
« When a study is selected all setup components are copied from the current study to the selected production study.

¢ No data files, roles or users are copied - just the setup.

The setup for the production study becomes locked and is available in DFsetup view mode only.
¢ The current study becomes linked as a development study for the selected production study, and all DFsetup access modes remain available.
Create Development Study:

¢ This option is typically used when you need to perform setup changes and testing for a study that is already in production, where the changes are extensive
enough that it would be unwise or impossible to make them directly to the production study setup.

Before selecting this function the new development study must be created in DFadmin and have at least one role.

« Candidate studies are displayed in a selection list.

¢ Only new study databases (i.e. DFsetup not yet defined) for which the user has 'Setup-Plates' permission appear in the list of candidate studies.
¢ When a study is selected all setup components are copied from the current study to the selected development study.

¢ No data files, roles or users are copied - just the setup.

The setup for the development study remains unlocked and all DFsetup access modes remain available.

The current study becomes linked as a production study for the selected development study, and its setup becomes locked. The user must thus logout of
DFsetup and can subsequently only login using View mode.

Review Development Changes:

« This option can be used to see the differences between the current development and production study setups. Only plate level changes are displayed,
including changes to custom level labels and style and field properties. Changes to configuration files are not currently displayed.

» When this option is selected a dialog appears listing the changes. The results can be printed or saved to a file.
Publish:

« This option is used to copy all or selected setup files from the development study to the production study, including: 'Plate and Field Definitions', 'CRF images'
(data entry backgrounds), custom level labels, and each of the configuration files. Publishing can only be successful if both the development and production
studies have the same DFdiscover version of the study setup.

Non-setup components (such as Study reports, Data view tasks, List view) can be selected separately and are not included in the [Select All| action.

NOTE: Publishing 'Plate and Field Definitions' and 'CRF images' require exclusive access to the production study. All other components can be published
while users are in the production study.




DFsetup - Publish to Production Study ? X
Select the components to be published to Production Study 152.

The selected components will overwrite the production study components.
If fields have been added, inserted, deleted or reordered, the corresponding
production database will be modified accordingly, any new fields will be

blank and any deleted fields will be removed. The audit trail will be preserved.

This action requires exclusive access to both study databases.
This action an not be undone.

Warning: ICR may fail on some pages if 'Plate and Field Defintions' and
'CRF Images' are NOT published together.

Select components and click OK to proceed or Cancel to abort.

[ Plate and Field Definitions
O CRF Images
[ Lookup Tables (and map)
[ Edit checks
[ sites
[ Subject Alias Map
[ Translations
[ Missing Value Codes
[ Query Categary Map
[ Sort Map
[ Visit Map and Fage Map
[ CRF Type Map and CRF Background Map
[ Conditional Terminations
[ Conditional Cycles
[ Conditional Visits
[ Conditional Plates
[ Query Titles
[ Query Covers
[ Query Messages
- Non-Setup Components -—
[ Watermark
[ Study reports
[ DFsas jobs
[ Data view tasks
[ Fax view tasks
[ List views
[ Reports list

Select All Select None

oK Cancel

WARNING: CRF Images and Plate and Field Definitions should always be published together. Publishing one without the other may result in inconsistencies
between data entry backgrounds and their corresponding data entry fields.

Users require 'Setup-Plates' permission on the production study to publish 'Plate and Field Definitions' or 'CRF images', and require permission for each of the
configuration files to be published.

When publishing the CRF background images any extraneous files that exist in the production study bkgd directory are removed. This ensures that any
backgrounds previously tagged by visit number do not continue to be used by the data collection tools if visit tagging is dropped in the development study.

When publishing changes the files to be replaced in the production study must be owned by datafax. Problems may be reported for directory ecbin which
contains scripts that can only be created by a UNIX login account. Files in this directory owned by datafax are published, but any files in the production study
owned by other users cannot be replaced by datafax and thus must be managed manually.

If 'Plate and Field Definitions' are published and they include critical changes to any of the existing study plates (i.e., new, deleted or reordered data fields),
the affected database files are automatically restructured on the production study. This is triggered when the study server determines that a new DFschema
file has been created that includes critical changes. Any new fields are added to existing data records as blank fields, any deleted data fields are removed,
and reordering of data fields occurs if needed to make the final data record structure agree with the specifications for each plate in the revised study setup.

NOTE: When extensive changes are made in the development study to plates with existing data, the system may not be able to automatically restructure
all existing data records when publishing to the production study. In this scenario, DFexplore displays an error message when opening any affected CRF
that the data record must be reviewed centrally, and DE_ICrecords legacy report must be used to identify and export records that require restructing.
Import the data using DFimport.rpc or DFexplore’s data import function using the ‘auto correct’ feature to update the data records.

« Because database restructuring is required, users must have exclusive access to the production study when publishing plate and field definitions that contain
critical changes.

If database restructuring is required, remember to review and correct any edit checks, custom programs, DFsas jobs, and DFexplore or DFweb tasks, views
and report lists that may be affected, as these changes cannot be automated.

Revert to Production:

« This option can be used to discard all setup changes to the development study and return it to the current production study setup. Both the development and
production studies must have the same DFdiscover version of the study setup to perform this operation.

 This cannot be undone.
Unlink:
« This option breaks the link between a pair of development-production studies.
o When the link is broken the 2 studies become regular standalone DFdiscover studies.

« Once broken the link cannot be re-established because a link can only be created to a new study (i.e. one without an existing DFsetup file).

* However, a new development study can be easily created when needed for any production study using > [Create Development Study]. It can then be
used to make, test and publish setup changes, and can be discarded by breaking the link and deleting it in DFadmin when it is no longer needed.

Print


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/reportsman/html/reportsman.html#df_icrecords
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/progman/html/progman.html#dfimport.rpc
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/dfexplore/html/dfexplore.html#importing-data-records

The following study setup documentation can be printed.

Prints the CRF image or eCREF for all or specified plates and annotates each data field with the field number and
name.

In place of the field name, the field alias or a custom field property may be used to annotate data fields by changing
the selection under Annotate with field property. If a custom field property is selected, an additional option is
available to specify whether the field name or alias is used when the custom property for a data field is blank. If the
annotation is longer than the bounding box for the field, checking Do not truncate annotations includes the full

annotation without truncating it at the bounding box.
Annotated CRFs

By default, the plate number will not be included with the plate label for eCRFs unless Include plate number in
eCREF label is checked.

If there are multiple backgrounds defined in the CRF List, and annotated CRFs for each background are needed,
uncheck Include default backgrounds only.

Note: When printing a plate with a long table that contains a field with alot of text and a colored cell covering more
than 80% of the the plate height, the printed page may break in the middle of the text.

Prints field properties for all or specified plates. Prints either a compact report containing just those properties
Plate Field Properties defined at the field level, or a longer report containing all field properties, whether defined at field, module or style
levels.

Prints field properties for all or specified modules. Prints either a compact report containing just those properties

Module Properties defined at the module level, or a longer report containing all field properties, whether defined at module or style
levels.
Style Properties Lists the field properties that are locked in each style.
Save as PDF

The following study setup documentation can be saved as a PDF file.

Saves the CRF image or eCRF for all or specified plates and annotates each data field with the field number and
name.

In place of the field name, the field alias or a custom field property may be used to annotate data fields by changing
the selection under Annotate with field property. If a custom field property is selected, an additional option is
available to specify whether the field name or alias is used when the custom property for a data field is blank. If the
Annotated CRFs annotat!on is'longer than the pounding box fpr the field, checking Do not truncate annotations includes the full
annotation without truncating it at the bounding box.

By default, the plate number will not be included with the plate label for eCRFs unless Include plate number in
eCRF label is checked.

If there are multiple backgrounds defined in the CRF List, and annotated CRFs for each background are needed,
uncheck Include default backgrounds only.

Saves field properties for all or specified plates. Saves either a compact report containing just those properties
Plate Field Properties defined at the field level, or a longer report containing all field properties, whether defined at field, module or style
levels.

Saves field properties for all or specified modules. Saves either a compact report containing just those properties

Module Properties defined at the module level, or a longer report containing all field properties, whether defined at module or style
levels.
Style Properties Saves the field properties that are locked in each style.
Save

The DFsetup title bar displays '[Save Required]' if there are changes to the definition of styles, data fields, plate options or global settings, which have not yet been
saved on the DFdiscover server. Selecting > immediately rewrites these files: DFsetup and DFfile_map (used by DFexplore), DFschema and
DFschema.stl (used by reports), DFtips (used by the ICR software) and the background images used by DFexplore (if any field widgets have been moved to new
locations).

Modifications to the other setup components (configuration files such as sites, visit map, edit checks, etc.) are saved separately within their individual dialogs.

If > is selected and there are unsaved changes in any open plates, styles, fields, edit checks, etc. dialog windows, a message dialog appears with
options to save or discard the changes in any or all of the open windows by selecting/de-selecting the desired components from the list of unsaved changes.

Typically modifications to a study in progress are only made after putting the study into restricted access mode and waiting for all users to logout. If changes are
saved without doing this, setup changes are immediately available to users who connect to the study server after the save has completed, and users who are
already connected to the study continue to see the previous data entry screens, field definitions, edit checks, etc. with one exception: any reports run in Reports
View use the updated schema files.




WARNING: Before saving changes to a study that is in progress make sure you have read and understood the warnings and procedures described in
Modifying Plates that Contain Data.

Export Setup

Use this option to export study setup (Plates, Modules, Fields and Styles properties) in Excel or JSON format.

Excel Output
The study setup can be exported to an Excel workbook. The workbook contains a worksheet for the field definitions in every plate, plus all of the additional

configuration information such as the visit map, edit checks and the sites definitions. Inclusion of each worksheet is optional and is specified in the dialog for
defining Excel exports.

Select

> [Export Setup| > [Excel..| to display the dialog for defining Excel exports.

DFsetup - Export to Excel ? X
Schema
Field T .
Praperties |<H Field Properties |
Plates |-'.H Plates |

[[] Export Schema to single sheet

Configurations

Plates Translations Visit Map Conditional Cycles
Edit checks Missing Value Codes [~ Page Map Conditional Visits
Modules Query Category Map CRF Type Map Conditional Plates
Sites Sort Map CRF Background Map

Subject Alias Map Lookup Tables Map Conditional Terminations

Select All | Select None

Output File

‘C:IUsersfdemofDesktopratabasejpedﬁcatlons.x\sx

Open output file after export Advanced...

Export Cancel

An export definition has three main sections:

« Schema: Indicate which field properties and plates are exported. By default, each plate definition is written to a separate worksheet. Select Export Schema
to single sheet to override this default and write all of the plate definitions to a single worksheet. All field properties can be included, or a subset can be
chosen from the sub-dialog available when clicking E]

" DFsetup - Field Properties ? x

Select Field Properties

Module ~
Number

Name

Style

Type

Alias

Description

Prompt

Legal

Help

Need

Reason Level

Only if changing non-blank value

Hidden

Display

Fill Color

Store

Format

Year v

Select All Select None

Cancel

Similarly, all plates can be included, or a subset chosen from the sub-dialog, or by entering a single plate number, list of plate numbers or range of plate
numbers.

« Configurations: Many of the specifications defined in the View menu dialogs can be exported. Check the desired specifications to be included. Each is
written to a separate worksheet in the workbook.



« Output File: The Excel workbook is written to the specified output file. Check Open Output File after export to start Excel after the output file has been
created and display the workbook.

The Excel export function includes definition of basic Excel formatting specifications. Click to display the Excel Export Style dialog.

DFsetup - Excel Export Style ? x
Header Style

Font Size: { _, a

| Calibri ~

Wrap Text A

Cell Style

Font Size: B X E =

| Calibri v|

Wrap Text A

Reset Cancel

Settings in the dialog allow customization of format for the header and body cells of each worksheet.

Verify Al

Select > |Verify All| to run the standard DFdiscover reports that check the current study setup specifications. The results appear in a dialog which shows any
warning or error messages for field and style properties, visit scheduling specifications entered in the visit and conditional maps, and clinical site specifications
entered in the sites dialog.

NOTE: The setup verification reports check the setup files stored on the DFdiscover server. They do not have access to any pending changes that have not
yet been saved.

Review Changes

Use this option to review changes you have made but not yet saved to plate, style and field definitions. This option does not include any unsaved changes in
configuration files: DFedits, Visit Map, etc.

View History

The View History menu provides two options: Setup History and Config History.

« Setup History displays the history of setup changes for this study. Creation, modification, and deletion of study properties, custom properties, fields, plates,
modules, module fields, and styles are tracked here.

« Config History displays the history of changes to configuration files for this study. At this time, only ePRO Notifications configurations are tracked here.

History displays the date and time of the change, the username of the person who made the change, the type of change (add, change, delete), what was changed,
the old value, and the new value. History can be exported to an external file in Excel, PDF, HTML, or CSV format.



% DFsetup - History for Study, Styles, Modules, Plates (last 500 dayz) - o
Study Styles Modules Plates
Date and Time Who Change Plate Module Field What Changed  Attribute 0Old value New Value
55805 2024-07-05 18:20:46 laura change plate field  400: Adverse Event 5163: AE 12012: AESPID AE # Display 7 3
55806 2024-07-05 18:20:46  laura change plate field  400: Adverse Event 5163: AE 11233: AEYN Any Adverse Events Prompt Any Adverse events? Any adverse events?
2024-07-05 18:26:59 laura delete plate field 450: Protocol 5310: Header 11683: VISITNUM  Visit Number Fieldref ID 11683
55807 Deviath
iation
2024-07-05 18:26:59 laura delete plate field 450: Protocol 5310: Header 11685: VISDAT Visit Date FieldRef ID 11685
55808 e
iation
2024-07-05 18:26:59 laura change plate field  200: Concomitant  5172: CM 12010: CMSPID ™M # Store 7 2
55809 Medication
55810 Display 7 2
2024-07-05 18:26:50  laura change plate 00: Medical Medical History  table: Header [Column Header 3=Is there any  [Column Header 3=Is there any
55811 History reportable Medical History per reportable medical history per
protocol?] protacal?]
2024-07-05 18:26:59  laura change plate field  300: Medical 5186: MH 12011: MHSPID MH # Store 3 2
55812
History
55813 Display 3 2
s5814 2024-07-05 18:26:59 laura change plate field  300: Medical 5186: MH 11302: MHYN Any Medical Prompt Is there any reportable Medical Is there any reportable medical
5581 History History? History per protocol? history per protocol?
2024-07-05 18:26:59 laura change plate 400: Adverse Event Adverse Event table: Header [Column Header 3=Any Adverse  [Column Header 3=Any adverse
penls events?] events?]
55816 2024-07-05 18:26:59 laura change plate field  400: Adverse Event 5163: AE 12012: AESPID AE # Store 3 2
55817 Display 3 2
2024-07-05 18:26:59 laura change plate 450: Protocol Protocol Deviation  Sequence First Data Field Barcode
55818 Devi
eviation
Screens [6=8=Header] [9=14=Protacol [6=9=Header] [10=13=Protacol
55819 Deviation] [15=19=Footer] Deviation] [14=19=Footer]
table: Header [Fields=5-7] [Column Header 1=, [Fields=6-8] [Column Header
55820 2=, 3=) 1=Subject ID, 2=DV #, 3=Were
there any protocel deviations?]
i 2024-07-05 18:26:59 laura change plate field  450: Protocol 4501 4505: DFdiscover Field D 7 6
SR Deviation Sequence Number
55822 Field Number 20 6
55823 Alias DFscreenstat450 DFseqd50
55824 Description DFdiscover Screen Status DFdiscover Sequence Number
ceane Lanal a3
History for | study B styles [ modules [ plates  Filter plates | ... fields B8 #,#~% Limit to last 500 % | days Refresh Save As...

When opening the History dialog from > |View History| > [Setup History| or [Config History], the main panel is empty. The bottom section of the dialog includes
several options, described under History Options. Once your options are set, click [Refresh|to display the history output in the main panel. The history output is
divided into multiple tabs, one for each history type, as described under History Types.

NOTE: When upgrading to DFdiscover Version 5.9.0 or later, existing setup history must be loaded into the new setup history database (DFsetup.db) for each
study, using the DFsetupdb utility program (see Programmer Guide, DFsetupdb for details). Until DFsetupdb is run by an administrator, it is not possible to
view History in DFsetup.

History Options

The Setup History dialog includes multiple options for selecting what change history to display:
1. History for: Select one or more types of history to display. See History Types for details.
2. Filter plates: Optional. If plates is selected, you may specify one or more plate numbers in the format #,#~#. Click [E to select from the list of plates.

3. Filter fields: Optional. If plates is selected and only one plate number is specified under Filter plates, you may specify one or more field numbers in the
format #,#~#. Click D to select from the list of fields.

4. Limit to last X days: By default, only the last 30 days of changes are shown. Adjust this value as needed to view fewer or more changes. Enter -1 for all
history or 0 for today’s changes. DFsetup will remember this value during your current login session, but will reset it to 30 days the next time you login.

5. Refresh: Click to apply your updated selections and view the history output in the main panel.

6. Save As...: Export the current history output to an external file. See History Export.

Some options are not available when opening the dialog from elsewhere in DFsetup. For full access to all history options, go to > [View History| > [Setup
History|.

The Config History dialog includes only the History for, Limit to last X days, Refresh, and Save as... options.

History Types


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/progman/html/progman.html#dfsetupdb

DFsetup - History for Study, Styles, Modules, Plates (last 500 days) = o
|
| Study Styles Modules Plates
Date and Time Who Change Attribute Old Value New Value
| 3 2023-05-29 10:18:56 kim change study Creation 2023-05-29T06:56:58 2023-05-29T07:18:54
4 File Version 16 17
| 5 2023-05-29 10:51:13  kim change study Creation 2023-05-29T07:18:54 2023-05-29T07:51:11
| ls Multiple Queries false true
Levels [0=Level 0] [1=Level 1] [2=Level 2]  [0=Not Use ite Data Entry] [2=Diamind
| [3=Level 3] [4=Level 4] [S=Level 5] integration] Data Manager Review] [4=Clinical
7 [6=Level 6] [7=Level 7] Coding] [5=Monitor/SOV] [6=Investigator eSign]
| [7=Study Lock]
8 File Version 17 18
| a 2023-05-29 10:51:52  kim change study  Creation 2023-05-29T07:51:11 2023-05-29T07:51:50

File Version

18

19

2023-05-29 15:43:59  laura change study Setup Version 5.6 5.7
12 Creation 2023-05-29T07:51:50 2023-05-29T15:43:59
13 Creator kim laura
14 Modification Version  5.6.0 57.0
15 File Version 19 20
16 2023-05-29 16:43:54  laura change study  Creation 2023-05-29T15:43:59 2023-05-29T16:43:54

|H|stor'|r for B study [ styles [ modules [ plates  Filter plates ... fields ... Limit to last |500 < | days Refresh Save As...

Setup history includes multiple types of history. Each history type is displayed in a separate view, which you can navigate to using the tabs at the top of the main
panel in the History dialog.

« Study: Global settings (as defined under [Study| > Global Settings]) and custom properties (as defined under [Study| > [Custom Properties)). The Attribute
column provides detail on what was changed.

Styles: Styles as defined under > |Styles|. The Field, What Changed, and Attribute columns provide detail on what was changed.

+ Modules: Modules and module fields as defined under > [Modules]. The Module, Field, What Changed, and Attribute columns provide detail on what
was changed.

Plates: Plates, module instances, and fields as defined under > and in the main DFsetup window. The Plate, Module, Field, What Changed,
and Attribute columns provide detail on what was changed.

Config history includes only ePRO Notifications configuration changes at this time.
History Export

After clicking to display the history output, click the button to save the output to an external file. The export may be saved in Excel, PDF,
HTML, or CSV format. All history views shown in the dialog are included in the export.

When multiple attributes are changed at one time, the history output in DFsetup displays the date and time, the username, and what was changed once, and those

columns are left blank for the following rows. When exporting history to Excel and CSV, these rows are populated and not left blank in order to support data filtering
and sorting. When exporting history to HTML or PDF, these rows remain blank as shown in DFsetup.

Context Specific History

The History dialog can also be accessed from elsewhere in DFsetup, providing context-specific change history. Click the button to view change history for
the specific selected component:

« Plates: View setup change history for the selected plate, including module instances and plate fields, from the bottom of the Plates-Modules-Fields panel in
the main DFsetup window or from the Plates dialog.

¢ Styles: View setup change history for the selected style from the Styles dialog.

* Modules: View setup change history for the selected module and module fields from the Modules dialog.

« ePRO Notifications: View config change history for all ePRO notification definitions from the ePRO Notifications dialog.

The History Options available at the bottom of the dialog may be limited when opening the dialog from elsewhere in DFsetup. For full access to all history options,

go 1o Fie] > (View Histony

Setup Components Included in History

As of DFdiscover Version 5.9.0, the setup history includes global settings, custom properties, plates, modules, and styles. As of DFdiscover Version 5.11.0, the
config history includes ePRO Notifications configurations. Other configurations, such as the visit map, conditional maps, edit checks, lookup tables, etc., are not
included in the change history at this time.

New Study
A new study session can be started without terminating the current one. This can be useful when comparing setup specifications for different studies.

Close Study

This option closes the current study and returns to the study selection dialog where another study could be selected. If there are unsaved changes in the current
study a warning dialog appears with options to save or discard the changes, or cancel the close request.

Exit



This option closes the current study and then terminates DFsetup. If there are unsaved changes in the current study a warning dialog appears with options to save
or discard the changes, or cancel the exit request.

Study Menu

This chapter describes the functions located under the Study menu.

Global Settings

Global settings have an impact on subsequent work performed in DFsetup and thus should be considered first. Different global settings can be entered for each
study.

Select [Study] > [Global Settings] to access the Global Settings dialog.

Global Help Fields Levels Guides Custom eFRO

Study launched in the year 2019 &
Reason for Data Change
Reasons for data change are required always ~
Level 1 ~ Only if changing a non-blank value

DFexplore - Data View

Shownext 5 5 New Subject binders

Enable New Subject creation

DFexplore
Run Edit checks in View mode

Multiple Queries

Allow Multiple Queries per field

When exporting module data, subject headers use
(O oFFD @ Subject field name on plate

When exporting sub label, output no choice code label as
© Setup defined label () Blank

eCRF
Show red asterisk for required and essential fields

Navigation
[:] Display field navigation taskbar

oK Cancel Apply

In the dialog, settings are grouped by purpose and presented in separate views under the tabs Global, Help, Fields, Levels, Guides, Custom, and ePRO.

Global view

Study launched in the year: The study launch year is used by some DFdiscover standard reports and is available in DFschema for study specific reports.
Reason for Data Change: Users may be required to enter reasons for data change per field (specified at the field level), always (for all fields), or never.

« per field, the reason specification set at the style or data field level is applied,

« always, a reason is required for all data fields for any changes made to records at or above the workflow level specified.

If always is chosen, two additional options, Level and Only if changing a non-blank value become available. The value for Level overrides the reason level
defined at the style or field level. By default, the value is set to 'Level 1'. By checking Only if changing a non-blank value a reason for data change is
required only if the changed value was not blank prior to the change, and its record existed in the database at or above the level specified. By default, this
option is unchecked, so a reason for data change is required for changes to all data fields regardless of their original value.

never, the style and data field reason specifications are ignored and a reason is never required, with one exception. If a field already has a reason for the
current data value, then any change to the current value must be accompanied by a new reason. This rule applies regardless of the reason specifications at
the global, style and data field levels.

DFexplore - Data View: If no New Subject Binders are displayed and the Start New Subject dialog is disabled, the only way a new subject can be started is in
Image View, either when entering data from a scanned CRF image or when entering a set of records in EDC Data Entry mode.

Run Edit checks in View mode: This global setting is required if you want edit checks to do something, when a user is working in view only mode or when a
record is locked by another user. For example, you might enable this option so you can display a message, set user preferences in DFopen_study , or hide certain
visits and plates in DFopen_patient_binder. If this option is enabled we recommend terminating any edit checks that would make changes to data or metadata
when users are working in view only mode by including the following statement before statements that change data or metadata.

if( dfmode()=="view" || dfmode()=="locked" ) return;
Otherwise, users see a warning message stating that a query could not be added, or a field could not be changed.

Allow Multiple Queries per field: This global setting is required if you want to add multiple queries on a single field. Once this option has been enabled, it cannot
be disabled.



DFPID or subject field name on plate: This global setting is primarily used for backward compatibility with older versions of DFexplore when exporting module
data subject headers. Exporting subject headers now has the option of using either the subject field name used on that plate or to revert to the older behaviour
which used DFPID as the subject field name even if a different name was used for a given plate.

Exporting sub label for no choice: This global setting determines the output for coded fields where no choice has been selected and the sub label is used to
decode the data value. By default, the setup defined label is used if the sub label is not defined. Select Blank to output a blank value when no choice has been
selected, for example to assist with SDTM preparation.

Show red asterisk for required and essential fields: This global setting applies a red asterisk next to the prompt for required or essential fields (excluding Visit
Number and Subject ID) on eCRFs. When creating tables, the asterisk is applied as followed:

« If the table contains row headers and all fields in that row are required/essential, an asterisk will be display next to the row header
« If no row header is defined, an asterisk will be displayed at the column header if all fields in that column are required/essential
The asterisk will also be displayed when creating annotated CRFs, saved/printed CRFs, and subject packages.

Display field navigation taskbar: This global setting enables and navigation buttons for DFcollect and DFweb on mobile devices and smaller
tablets.

Help view

Help can be defined at the study level, plate level and field level. At each level, help can be defined in plain text, rich text or HTML formats.

Different formats can be used but they cannot be mixed within the same property. For example, a field can have rich text or HTML help, but it cannot have both.
Another field or plate can use a different format. Once you start defining individual help in one format, it is not possible to switch to another format without
discarding the existing content and starting over.

To specify HTML help, it may be easier to copy and paste HTML content from a full featured HTML editor. In this view, raw HTMLS5 is permitted and you can click
the preview button (% ) to see the rendered appearance of the HTML.

In this view, study level help is defined. DFexplore users see this help in the Dashboard View and when they select > [Study Help| as well as in Data View

under [Study Help|.

DFsetup - Global Settings ? X

Global  Help  Levels Fields Guides Custom  ePRO

Study Help:

U W E = 10 “
Protocol ABCD-1234:

XYZ Phase 1b/2a Safety, Inmunogenicity, and Dose-escalation
Study in Adults in South Africa.

Primary Objectives:
To evaluate safety and reactogenicity of XYZ at escalating dose
levels, compared to ABC vaccine

Secondary Objectives:

To evaluate immunogenicity of XYZ at escalating dose levels

To evaluate conversion rates in negative adults, receiving escalating
dose levels of XYZ

Sites:
Capetown, Durban, Kisumu, Kampala

Study Size/Population:
nn healthy adults (aged nn-nn years) without infection
n cohorts with nn subjects each

Duration:
365 days

Rich Text ~ HTML

Cencel | Apply

Fields view



Global Help Levels Fields Guides Custom  ePRO
Descriptions

© 40 characters

O 25 characters

Name and Alias

© 80 characters

O 32 characters

Dates

Start year (for two digit years) 1940 5
Imputation (for partial dates) Never ~

Field

[ Auto Generate Help

[ Field Name must be unique across all module definitions

Fill Color  #FFFFFFFF

oK Cancel Apply

Descriptions: Field descriptions may be up to 40 characters long or limited to 25 characters for older versions of SAS® and to create more compact Query
Reports. Reducing this setting from 40 to 25 characters after fields are defined does not truncate existing labels in the setup until the field is resaved in DFsetup,
but oversized labels are truncated in the Query Reports.

Name and Alias: Field names and aliases may be up to 32 or 80 characters (default) long. For those exporting data to analysis packages where variable names
may not exceed 32 characters (e.g., SAS®), use this property to limit how long field names and aliases can be. If a name or alias exceeds the chosen character
limit, the background of that name or alias will turn red and a warning will be generated if you try to save the field.

Dates: The values specified here for dates, Start year and Imputation, can be used when defining styles and data fields.
Field: When checked, Auto Generate Help applies a default help message, legal values are: $(legal), so that fields may be defined more quickly.
When checked, Field Name must be unique across all module definitions, you are warned about any non-unique field names across all modules.

Fill Color is used to paint/fill the difference area between the data entry widget and CRF background color in DFexplore. Fill Color defined here is inherited by
plates as the default color.

Fill Color has 4 components: alpha (opacity), red, green and blue and is expressed as a hex number with the format #AARRGGBB. Click the square color swatch
to select the color (and opacity) from one of several palettes or use the color dropper to sample from any part of the CRF.

Levels view

Custom labels can be assigned to each workflow level. Default labels are Level 0, Level 1, ... Level 7.



Global  Help Levels Fields Guides  Custom

Workflow labels for DFdiscover validation levels

Level 0 Scanned CRFs

ePRO

Level 1 1st Pass Entry

Level 2 2nd Pass Review

Level 3 Monitor Review

Level 4 Medical Coding

Level 5 Investigator Signoff

Level 6 Quality Assurance

Level 7 Study Closeout

OK

Cancel Apply

Labels may be up to 20 characters in length, created from numbers, upper and lowercase characters and symbols. Pipe ( |) symbols are not legal and cannot be
entered.

Labels can also be left blank when the workflow level associated with the label is not used. Where custom labels are used, they are included in DFschema as
attributes for DFVALID and appear in DFexplore in all views where save levels are specified or displayed.

Guides view

Global Help Levels Fields Guides Custom
@ Enable Snap

@ pisplay CRF

@ Dpisplay Fields

Maximum Box Height 100 |5

Colors

ePRO

Fields #E3CB2F
Foreground  #687FA4 | |
Default Colors
OK Cancel Apply
Enable Snap Data field widgets snap into place when dragged near the boxes defining a data field on an imported CRF page.
Display CRF When checked, makes the imported CRF visible.
Display Fields When checked, makes any data fields defined on the CRF page visible.

Maximum Box Height

When creating a new data field by dragging out a widget, the widget height is always constrained to the recommended
height (25 pixels, about 1/4 inch), but a different constraint can be specified for dragging in a downward direction.

Colors: Fields

Use this color to show the size and location of each data field.

Colors: Foreground

The foreground color is used to print the field number inside field widgets. Ideally, the Fields and Foreground colors have
good contrast.

Custom properties view




Up to 20 custom properties can be assigned for the study. Each property value is a string and may contain up to 500 characters. The property tags are assigned
under Custom property tags.

DFsetup - Global Settings ? X
Global Help  Levels Fields Guides Custom  ePRO
Property Tag Property Value
| LENGTH 1 year
SPONSOR Pharma 123 Inc.
| |TITLE Drug X¥Z in subjects with type 2 diabetes
TPHASE m
TTYPE Interventional (Clinical Trial)
The primary objective is to evaluate the effect of XYZ on
. |oB] HbAlc level compared with placebo after 1 year of
treatment in subjects with T2D and HbAlc >7% at baseline.
REGID NCT00000001
SSTDTC 2019-01-05
SENDTC
PLANSUB 200
Set the following preferences: 1) Set background to display
color. 2) Show metadata panel. 3) Show visit label only in
OPENSTUDY subject binder. 4) Show field description as column heading
in List View. 5) Show coded field labels in List View.
1) Do not display 1 Week, 1 Month, 3 Month, & Month, and
1 Year visits if subject is not enrolled. 2) Do not display
OFENBINDER Long Term Follow-up visits if subject does not consent at
the 1 Year visit.
PROTVIDATE 2018-07-01
PROTV2DATE 2019-01-30
PROTV2CHG Addition of oral glucose tolerance test at 1 Year visit.
PROTV3 2020-03-24
Added new section describing remote subject visits and
FROTV3CHG assessments and remote site monitoring due to COVID-19
pandemic.

Cancel Apply

ePRO settings view

The registration process for ePRO participants can be configured to follow the appropriate workflow.

DFsetup - Global Settings X

Global Help  Fields Levels Guides Custom  ePRO

~€PRO general setting

DFengage app ussge:  mabile and web v

ePRO registration settings

~Select which fields to include on the registration page: -

Name
Ermail
(C) Phone |
() Time Zone |
(T Language

@ Verify identity check

@ Verify consent & eligibility check

Send invitation: on demand w

oK Cancel Apply

ePRO general settings

DFengage app usage: Select whether the DFengage invite and login links and QR codes provided on the DFweb ePRO Management page are for the mobile
app, web app, or both. This provides control for studies that wish to enforce the use of one app or the other, especially for organizations using a self-hosted
DFengage web instance or studies relying on the push notifications delivered with the DFengage mobile app.

ePRO registration settings

Select which fields to include on the registration page: Customize what is captured during registration on the DFweb ePRO Management page. Name, Email,
Verify identify check, and Verify consent & eligibility check are selected by default. Phone, Language, and Time Zone are optional.

« Name: Collecting the participant’s name is optional. It may be helpful for ePRO managers avoid subject ID and username errors, but not required.



Email: The participant’s email address is required to support invitation and reminder emails, forgot password, and two-factor authentication (2FA).

Phone: Sending invitations, reminders, password resets, and authentication codes via phone or text message is not yet supported in DFdiscover.

Language: Study languages are defined in the Translations configuration in the View menu (see Translations). The language defined at ePRO registration
is used to send invitation, login, and reminder emails in the specified language. Translations for these emails are defined in the DFmsgtemplates configuration
file. If language is not included on the registration page, the study’s default language is saved as the participant’s language.

Time Zone: Time zone is used to determine the correct ePRO status in DFweb to align with the activity scheduling in DFengage. Sending email reminders
based on participant’s local time zone is not yet supported in DFdiscover; instead reminders are sent using the DFeproreminders script based on server time
zone. (Push notification reminders in the DFengage mobile app are sent based on the device time zone.) If time zone is not included on the registration page,
the time zone of the user registering the participant in DFweb is saved as the participant’s time zone.

Verify identity check: This requires the ePRO admin to confirm that the name and email address are correct for the given subject ID before the participant
can be registered.

Verify consent & eligiblity check: This requires the ePRO admin to confirm that the participant has provided consent and is eligible to participate in the
ePRO portion of the study.

Send invitation: Choose to send the invitation email to the participant when they are registered:
« always: The invitation is always sent and the ePRO admin cannot opt out (default).
« never: The invitation is never sent and the ePRO admin cannot opt in; the site provides a link or QR code to the participant instead of an invitation.

« on demand: the ePRO admin chooses which subjects to send the invitation email to, providing the site with flexibility, e.g., if some participants may be in
clinic while others are remote.

Custom property tags

Use this dialog to assign unique custom property tags at the study, plate, module, and field (variable) level. Tags are used as a reference for custom properties,
similar to a field alias, and therefore must be unique across all custom properties and field aliases. For custom properties without a tag, the default name

(e.g. DFSTUDY _USERT) is used. Tags have the same restrictions as field aliases: cannot start with a number, cannot contain special characters, and can be a
maximum of 80 characters. Where tags can be selected and output, an optional Description can be provided for use in the output. This Description serves the
same descriptive, readability purpose as the Description property of any database field.

NOTE: For example, in Tabular Listing reports, the Display table header as option controls this appearance.

il DFsetup - Custom Properties T 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. Sho

more

DFSTUDY DFPLATE DFMODULE DFVAR MISCELLANEQUS

Tag Description
DFSTUDY_USER1
DFSTUDY_ USER2 SPONSOR
DFSTUDY_USER3 TITLE
DFSTUDY USER4 TPHASE ‘
DFSTUDY_USERS TTYPE |
DFSTUDY_USER6 0BJ |
DFSTUDY USER7 REGID
DFSTUDY USERS S5TDTC
DFSTUDY USER9 SENDTC
DFSTUDY_USER10 PLANSUB
DFSTUDY_USER11 OPENSTUDY
DFSTUDY_USER12 OPENBINDER
DFSTUDY USER13 PROTV1DATE
DFSTUDY USER14 PROTV2DATE
DFSTUDY USER1S PROTV2ZCHG
DFSTUDY_USER16 PROTV3
DFSTUDY_USER17 PROTV3ICHG
DFSTUDY_USER18
DFSTUDY USER19
DFSTUDY USER20
DFSTUDY NUMBER DFSTUDY NUMBER
DFSTUDY_NAME DFSTUDY NAME o
< >
Done Revert Apply
Import CRFs

Study case report forms (CRFs) can be created in any word processing or graphics package. The data screens used in DFexplore and DFweb are created by
importing a copy of the CRFs and then creating data entry widgets over the data fields on each unique CRF page (aka plate). The imported CRF images become
the data entry screens that then look identical to a printed copy of the CRFs.

A study setup may include more than one data entry screen for each plate. Each imported CRF page can be tagged with the plate number and optionally also with
a visit number and/or a type name. Pages tagged with a visit number are used as the data entry screen for the specified visits, and CRFs tagged with a type (e.g. a
language) can be selected as an DFexplore user preference. Pages with only the plate number tag are referred to as 'Default' pages, and are displayed when no
tagged page is available.



Before importing CRFs that are to be tagged by language, or some other categorization, the CRF Type Map must be defined.

" DFsetup - Import CRFs ? X

Specify PDF or PostScript file(s) which contain the CRFs to be imported
Selected Files (PDF or PS): | ... Clear

C:/Users/demo/Desktop/abcl.pdf
C:/Users/demo/Desktop/abc2.pdf
C:/Users/demol Desktop/abc3.pdf

[] Do not import CRFs with invalid or missing barcodes

¢ One or more PDF files may be imported from a folder on the local computer.
« Insert # at the beginning of any entry to skip that file during import.

& DFsetup - Import CRFs

Identify each CRF with a plate number and optional visit information

CRF List CRF 5 of 21
mﬁ% 4/ ” ] Subject ID Visit Date (DDMMM/YYYY) =
e "dfdiscover | T} —
ot 1o ] dd Demo A (IE) 010 Inclusion/Exclusion Criteria

10:2 [32 Bit] Add

- —
10:3 [32 Bit] Add 1. Does the subject comply with all entry criteria?

10:4:AEM Add [ ves []no
10:4:AED Add

20 Replace Principal Investigator/Designee Signature: ‘ Date. l:l
Exclude

LHLETED S 2. If subject did not meet entry criteria, specify:

102:all:AED Add

el D Inclusion criteria not mel. D] D] D] D]
200 [32 Bit] Replace
300 [32 Bit] Replace
Exclude D Exclusion eriteria not met: ED ED ED [D

Exclude
400 Replace 3. Was subject enrolled?
490:all:AED [32 Bit] Add
490 [32 Bit] Replace q’v"s [ wo
If yes, end of form.
3a. If no, why was subject not enrolled?
] Mot eligible
1 _Elinihla hut daciinad hd
Identify CRF
Include All Color quality
— Plate: [ pefault CRF V\slt: Type: <default> | m2an <] [y oA

Save Cancel

On importing CRF Pages:

The file is opened and the barcode (if any) is read on each page.

Pages are listed by plate number and pending action:
o Exclude if the CRF Page has no barcode. Excluded plates are not imported.
o Replace if the CRF Page has already been defined.
o Add if the CRF Page is new.

Each page can be marked Exclude or assigned a plate number and optionally tagged by visit number and type, or identified as the 'Default CRF' for the
specified plate.

Exclude Allf marks all plates as Exclude.
Include Alll marks all plates for import that have been tagged with a plate number.

Only 1 CRF Page can use a given plate, visit and type tag. Repetitions of the same set of tags appear in red and should be marked Discard.

Keyboard up/down arrows can be used to navigate the CRF List, and the |E| key can be used to toggle between Exclude and Add or Replace.

visit and type tags to identify them.

Colored CRFs may be imported as plate backgrounds. Color quality may be set to Normal (recommended) or 32 Bit. Once Color quality is set, Apply to All
can be used to apply the selected setting to all plates that are tagged for import.

Barcodes are not necessary for any plate that will be entered via EDC. Such CRF pages will be labeled 'Exclude’ on import but can be assigned plate number,

WARNING: 32 Bit Color quality should only be used where it is important that color detail in the source document be preserved. Plate backgrounds set to 32
Bit Color quality will require more time to load in DFexplore. Normal Color quality is recommended and is suitable for black/white CRFs and those with color
graphics and minimal shading.

When the CRF Page specifications are complete, click to import the pages. This creates and saves a screen resolution background file for DFsetup and



DFexplore and a higher resolution png file for printing from DFexplore. These files are stored on the DFdiscover study server in the study bkgd folder.

Although each CRF page can be tagged with only 1 visit number it is not necessary to import and tag a separate page for each visit, only for those that require
different backgrounds. A set of visits may share the same background by completing the CRF Background Map.

* | DFsetup - CRF Background Map - Demo A Development - m} X

View CRF Background Map ~

Visit Also used by these visits Comments
22-24 follow-up visits
101 102-199 unscheduled visits
v | | (] |

Add Delete Import Search: l:l Revert Save Done

CRFs tagged with a specific visit number may also be used at other visits by completing this table.

Although multiple CRF pages may be tagged for each plate only one set of data fields can be defined for each plate, and they must appear in the same position on
all versions of the data entry screens.

When data fields are positioned on the imported CRF pages to create the data entry screens used by DFexplore or DFweb, any text or graphics hidden beneath
the data entry widgets in DFsetup are also hidden in the data entry screens.

It does not matter which version of the CRFs tagged for a plate is used to define the data fields on that plate, but after defining data fields you should toggle
between each CRF background to confirm that field positioning works on all versions. If not, you will need to modify one or more of the CRF plates and re-import
them.

DFexplore selects data entry screens for each plate in the following order:
o CRF tagged with the current visit and type, else
o CRF tagged with the current type only, else
« CRF tagged with the current visit only, else
o the untagged CRF, i.e. the 'default'

If the last step is reached and no default CRF has been defined for the current plate, the data entry screen displays the data fields on a blank background.

Import Setup

Data fields, modules, styles, global settings, and custom properties can be imported from an Excel file, a JSON setup file exported from another DFdiscover
database, or another study database on the current server for which the user has permission to view the study setup. Importing setup definitions rather than
manually defining them in DFsetup can speed up the database build process significantly, whether you're pulling them from a similar study, a library database, or a
set of CRF templates.

It is possible to import new plates, modules, etc. as well as existing definitions, where you are able to resolve any inconstencies. If you imported incorrect
definitions for a study and want to start again, the study data and setup information can be removed by a DFdiscover administrator using DFadmin (see Deleting a
Study. Study Administrator Guide).

Import Methods

There are three ways to import study definitions available under [Study] > Import Setup):

1. Study: Select a DFdiscover database on the current server from which you want to import study definitions. You must have at least setup view permissions
to see a study in this list.

DFsetup - Import Definitions ? *

Select a study from which to import

Plate Number  Plate Name
101 Acme Pharma Development
152 Demo A Production
251 DFdiscover Sandbox
252 Demo A Development
804 DFdiscover 2024 Demao
Next Cancel

2. JSON: Select a JSON setup file from your local computer to import to the current study.

This option allows you to import a JSON setup file that has been previously exported from another DFdiscover study without requiring access to the study on
the current server.


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/sysman/html/sysman.html#deleting-a-study

Only valid JSON (.json) files that follow the DFdiscover structure can be imported. For details on the DFdiscover JSON structure, export definitions from an
existing study using > [Export Setup] > [JSON.. ]

3. Excel: Select an Excel file from your local computer to import to the current study. For details about using this option, see Importing from Excel.
Importing from Excel

Importing setup definitions from Excel enables you to create a database with eCRFs directly from database specifications defined in Excel. This approach supports
collaboration, allowing multiple contributors to work on a shared document, which can streamline the overall database build process and reduce the amount of
manual work to be performed in DFsetup. Defining study details in an Excel file can provide more flexibility and efficiency in database development.

Only valid Excel (.xIsx) files that follow the DFdiscover structure can be imported. For details on the DFdiscover Excel structure, download the Setup Import
Example file or export setup for an existing study using > [Export Setup| > [Excel.. ] to start with a familiar example. When exporting setup from an existing
study, in the Export to Excel dialog:

1. Ensure Schema is checked.

2. Include All Field Properties.

3. Select specific Plates to export or leave blank to export all plates.

4. Ensure Plates and Modules are checked in the Configurations section.

5. Export Schema to a single sheet may be checked or unchecked, depending on whether you prefer the schema for all plates in one tab or one plate per tab.

Use the example or exported file as a starting point for the current study. Requirements and recommendations for updating the Excel file for your study are
provided below, including useful Excel functions and the limitations of this feature in the current release.

Excel File Requirements
It is important to maintain the structure of the Excel file to avoid errors when importing:

o Ensure the Title Sheet, Global Settings, Plates, Modules, and Schema tabs (either all plates in a single Schema tab or one schema tab per plate) are present
in the file. The Custom Properties tab is optional.

» When Schema is included as one tab per plate, ensure each tab label includes the plate number and label in the following format: ‘1 - Plate Label’ where 1 is
the plate number and the plate label may be an abbreviation or acroynm.

« Do not delete or reorder columns in the Plates, Modules, and Schema, and Custom Properties tabs. Columns may be hidden and their contents will still be
imported.

¢ Do not delete or reorder rows in the Global Settings or Custom Properties tabs.

In the Title Sheet tab, DFsetup expects the study name in cell A2 and the DFdiscover version number in cell B5. Other cells in the tab can be changed or
updated as needed, for example to customize the approval section or include more study details.

» Only Excel files with the extension .xIsx can be imported.
Setup Requirements and Recommendations

It is important to follow DFsetup requirements when adding and updating definitions in the Excel file to avoid import errors. DFsetup enforces these requirements
when using the interface to define a study; when defining the study in Excel these requirements still apply. Key requirements are listed below with examples, along
with some recommendations. The Definitions tab in the Setup Import Example file provides details about all properties that may be defined.

« In the Schema tab(s), which columns are required to be completed depends on the data type indicated in the Type column. For example:

o Choice and check fields require the Coding property to be provided, but date, time, and string fields do not.
o VAS fields require Precision, Left Value, and Right Value to be provided and expect Display, Store, and Format to be blank.

For more details, see also Common Properties and Type Specific Properties.
o The expected values for some field properties in the Schema tab(s) may depend on the value of other field properties. For example:

o If you change the Format for a date or number field, you may also need to change the value in the Legal column.
o If the Show As property indicates Choices, the Label Position property is expected.

o If the Constant property is Yes, the Constant Value property is expected.

o The Display property is expected to be equal to or less than the Store property.

« Some field properties in the Schema tab(s) are impacted by study properties defined in the Global Settings tab. For example:

o If Reasons for Data Change are Required is not ‘per field’ in the Global Settings tab, leave the ‘Reason Level’ and ‘Only if changing non-blank value’
columns blank in the Schema tab(s).

o If Field Description Length is 25 characters long in the Global Settings tab, the ‘Description’ column values in the Schema tab(s) must be 25 characters
or fewer.

« If adding or removing rows from the Schema tab(s), be sure to:
o Update the Number column to reflect the correct field order.
o Update the Module number, if applicable.
o Update skip patterns and edit check parameters as needed.
« When assigning the Style name, do not use the same style name for fields of different data types.

¢ Ensure related properties are consistent across tabs. For example:

o If changing module instance names and/or numbers in the Schema tab(s), ensure the Modules tab is updated accordingly.
o If changing the ‘Sequence is’ plate property in the Plates tab from ‘First Data Field’ to ‘Predefined’, ensure the schema for that plate includes the subject


file:///devel/gitDF/help/setup/imagedata/setup_import_example.xlsx
file:///devel/gitDF/help/setup/imagedata/setup_import_example.xlsx

ID as the first field number 7, not the visit or sequence number as field number 6.
o If changing a plate number in the Plates tab, and each plate schema is defined in its own tab, ensure the plate tab label starts with the correct plate
number.

« Because importing from Excel only imports plates as eCRFs, define the eCRF column in the Plates tab as Yes, even if you will use CRF backgrounds for that
plate. If eCRF is defined as No, it will change to Yes on import.

Useful Excel Functions
Excel provides several functions which may be useful for updating and reviewing your Excel file, for example:
o Use Freeze Panes to keep row and column headers stationary while scrolling down and across in large worksheets.
o Use Data Filters to search or filter specific columns (especially helpful when all plates are included in one Schema tab).
« Use the Navigation panel to navigate more easily between tabs in a workbook that includes many worksheets with long labels.
» Use Find/Replace to make changes to definitions in bulk, such as date formats and legal date ranges.
o Use Spell Check to be sure there are no spelling errors.
Import Excel Errors

If you import an Excel file that contains any issues, DFsetup will show an error message with details on what needs to be corrected, for example:

DFsetup - Import Definitions ? X

| Plate 1: Key field with non-numeric type.

To fix the errors, click , update and resave the Excel file, and import it again.
Limitations of Excel Import
There are some limitations with the Excel import option which we plan to improve in a future release. These include:

« Importing from Excel only imports plates, modules, styles, global settings, and custom properties. Only modules and styles referenced on a plate are
imported. Additional configurations (such as the visit map, conditional maps, query category, map) will be available for import in a future release.

« No screens, groups, or tables for eCRF plates can be defined in the Excel file. These can be added in DFsetup after definitions are imported. These are
planned to be added in a future release.

No formatting applied to Help in Global Settings, Plates, or Schema tabs is imported. Apply formatting in DFsetup after definitions are imported. HTML
formatting in the Schema tab(s) for Prompts and Instructions is imported.

« Plates are always imported as eCRFs. Field location coordinates cannot be defined in the Excel file. If using CRF backgrounds for some or all of your plates,
in DFsetup change the eCRF plate property from Yes to No after importing and then move or redraw field widgets once the CRF background is imported.

Selecting Definitions to Import

Once you have selected the study or file to import definitions from, the following dialog appears:



DFsetup - Import Setup

| Import study settings, plates, styles and modules from the file into current study (983) |

Study Settings Conflict Resolution

[T Global settings [T Custom properties 0 unresolved conflicts Resolve conflicts

Plate Nu/r\'mber Plate Name Styles - Modules
(DR DM: Demographics (] AESPID [ eSignature
D10 IE: Inclusion Exclusion () ANIMALS dvs

20 ENR: Enroliment [ coLor O™

Oa2s RAN: Randomization [0 c_ENDAT [ TesT2
30 VS: Vital Signs [J CENTIM [ TesT
O3 VSe: Vital Signs eCRF [J c_sTDAT [Jse

D40 PE: Physical Exam O cstTIm [ sov
Oso LB: Hematology Resu... [J c_sueiD D RCx

[ 60 CCPR: Cardiac PCI Re... [J c vISDAT [J RAN
J1 SE: Subject Encounter [J c.vISITNUM (] PetMod
D110 SADH: Study Drug A... (D E_aCN Dee
120 AA; Acceptability Ass... [ E_.ACNOTH [ NewMod
D120 RCX: Reactogenicity [JECTRL ) NEWTEST
(] 200 MH: Medical History O Eout [ mv
[Jars Medical History [J E_REL [ mH

[ 280 Treatment (oral) [0 Esev [ MED

[ 290 Treatment (infusion) [0 E_TERM O
(]300 CM: Concomitant Me... ("] FAKEDATE JIEe

[J3s0 Pain Scale [J F.COND [J Header
[ 400 AE: Adverse Event [CJ F_ORNRHI_s [ Footer
[ 450 Operative [C] F_ORNRLO_s [C] FakeDate
Import Import plate as Cancel

For each plate selected, styles and modules are automatically selected as well.

If a module is deselected the plate(s) that need it are automatically deselected. Styles can be deselected without deselecting the plate(s) or module(s) that
need it.

Use |Import plate as| to import a plate to a different plate number in the current study.

Include global settings and/or custom property tags in the import by selecting the appropriate checkbox at the top of the dialog.

It is possible to import changes to an existing style, module or field. These will be seen as conflicts which appear in red and must be resolved before import.
The button will be disabled until the conflicts are resolved. The number of conflicts will be displayed at the top, in red. To see what conflicts exist, click
[Resolve Contflicts]. A dialog will be displayed listing all conflicts with the current value in the database and the value to be imported. You can choose to select
all current values, select all import values or individually select how to handle each property. Selected options will be highlighted.

DFsetup - Difference Table X

Resolve conflicts by choosing which value to keep. You can select values directly in the table, or use the checkboxes to keep all Current or all Import values.

| [] Select all current values [_] Select all import values
Module Field/Style Property Name Current Value Import Value

2 C_ENDAT Alias XXENDAT [MHENDAT |
3 C_ENDAT Description End Date |End Date 1
4 C_ENDAT Prompt What was the XXX end date? What was the medical condition or event

end date?
5 C_ENDAT Legal 01/JAN/1990~today

Legal range is $(legal). Enter "00" or

?

6 C_ENDAT Help What was the XXX end date ? T oy 1) TR s e
7 C_ENDAT Skip 0 1
8 C_ENDAT Skip Condition 1$(blank)
9 C_STDAT Name KXSTDAT MHSTDAT
10 C_STDAT Alias KXSTDAT MHSTDAT1
11 C_STDAT Description Start Date Start Date 1
12 C_STDAT Prompt What was the XX start date? ;\;'Et? RS iis e ey SR
13 C_STDAT Legal 01/JAN/1990-today
aa S L vam . o Legal range is $(legal). Enter "00" or

Once all properties have been selected to retain the current value or use the import value,
the definitions.

Add eCRF Plate

Electronic case report forms (eCRFs) are created within DFsetup without needing to import a PDF file containing the form background image. eCRFs do not

contain barcodes and are therefore only suitable for entry via EDC.

click [OK]. The button will now be enabled, and you can import




Select [Study] > [Add eCRF Plate]. Assign the new plate a unique plate number.

DFsetup - Add eCRF Plate ? *

Mewr Plate Number
l4 :

Cancel

To add fields to an eCRF, begin by choosing the needed module(s) and adding them to the plate. Select ,[Plate] > [Add Module...]. From the Add Module dialog,
select the modules to be added to the current plate. Click to add the selected modules.

Drag fields or modules to the eCRF window. Fields are numbered according to the order they are added to the eCRF. When adding entire modules to an eCRF

fields are numbered according to the order that they were created in the module. Fields can be reordered by selecting > [Order]. On eCRF plates, field layout
matches the field order. Reordering fields will cause the field layout to be updated on the eCRF; the field layout does not change with a traditional paper CRF-
based plate.

Field  Hels

Plate Properties
102: SC: Subject Characteristics -

i Label SC: Subject Characteristics
; . Yes
What is the visit number? = |l

first data fiedd

What is the subject identifier?

What is the visit date?

ol CC
] What is the subject’s lovel of education . — UmE@#=:@&=[H;
ttained?
s M ey - Subject Characteristics (SC) CRF Completion
! Instructions
What is the subject’s marital status? —
= e P e e e P A e e ey * All subjects e ot March 01, 2017 are
What is the subject’s social risk factor? ; & required to submit a Subject Characteristics CRE

CRF List

Rich Text  HTML

Ceam e " App Revert
serup state: (@ vaild Refres Page 9  of17 | Plate 102 - 5C: Subject Characteristics Field Lt

Modify Plate Number

* | DFsetup - Modify Plate Number 7 X

Plate Number
E o

Cancel

This can be used to correct plate numbers, but be careful not to create a conflict between the plate number that appears on scanned CRF pages and the plate
number you specify here. When a plate's number is modified, any study data existing for the original plate number is permanently lost. A warning dialog asks you
for confirmation before proceeding with the operation. In Normal mode, you can only modify a plate number on a plate that has no fields. In Exclusive or higher
mode, you can modify the plate number for both a blank plate and a plate containing fields.

Delete Plate

* DFsetup - Delete Plate ? X

o WARNING: When a plate is deleted any study data that exists for the plate fields will
be permanently lost, even if you recreate the plate and fields with exactly the same
field name and number.

Are you sure you want to permanently delete plate 102 and its fields and CRF
backgrounds?

MNote: This CANNOT be undone.

Yes No

Select to permanently remove the current plate from the study setup, including all of its field definitions and background CRF images. Style definitions are not
deleted even if they are no longer in use by any field. When a plate is deleted, any study data, queries and reasons existing for the plate are permanently lost, so

exercise caution when performing this operation. In Normal mode, you can only delete a plate that has no fields. In Exclusive or higher mode, you can delete both
a blank plate and a plate containing fields.



View Menu
This chapter describes the functions located under the View menu.

Modules

Field definitions are added to modules using this dialog. A list of modules and the fields contained in them appear on the left side of the dialog. The individual
module and field properties appear on the right.

- DFsetup - Modules - o X

Module List B Field Properties
Modules-Fields ~ || style |3 c_sueim v |Type N
B CE &a
= CM SUB!
E co [ alias SUBJID
v [E Common Des "
¥ SITED
[A] sTUDYD
¥ susip Basic  Detall  Edit checks
[ VISDAT T
(4] vism
13 VISITNUM
[A] visLaBEL
B DA
& oM Hidd
D DS v | B0 skip 0 |3 [fields if value=
Module options Field options Clcomment | jantifier assigned to each trial subject to
New | Clone Delete New Clone | Delete protect the subject’s identity, and used
| instead of the subject’s name when the
| Investigator reports trial data.

[IPrompt  |What is the subject identifier?

Field Usage

Flate  Module Instance  Field L
400 Commen [ 1] SUBJID
30 Common[1] SUBIID
110 Common [ 1] SUBJID
10 Common([1] SUBJID
102 Common([ 1] SUBJID
1 Common[1] SUBJID
101 Common [ 1] SUBJID
120 Common [ 1] SUBJID
200 Common [ 1] SUBJID
300 Common [ 1] SUBJID
60 Common[1] SUBJID ~

[0 instruction | None v

Done History Apply

Module List: The module list contains the module and field definitions for your study database. Use this part of the modules dialog to manage your modules and
the fields they contain.

Module Properties: Module properties include the module name and a short description of what the module is for.
Module Options: Module options allow you to create a new module and clone or delete an existing module.
. : Create a new module without any fields. Fields are then added and managed using the Field options buttons.

. : Create a copy of an existing module including all of its fields. The module name provided for the cloned module must be unique. Field names within
the cloned module remain the same as those in the original module provided that the Global Field Setting Field Name must be unique across all module
definitions is disabled (unchecked). If this setting is checked, during the clone, field names will be modified to maintain uniqueness by appending an
underscore and number to the original field. Field names and other field properties may be edited in the Field Properties window.

. : Delete an existing module and all of its fields. If the module and its fields are defined on one or more plates, the module cannot be deleted. Module
usage can be determined by selecting the module from the list and examining the Module Usage window.

Field Properties: The field properties area of the modules dialog is where you define each field in your database. Field properties for a module field may have
been locked in the style and therefore cannot be changed here. The two checkbox columns to the left of each field property indicate that property’s inherit and lock
status. If inherit is checked, any change to this property in the style will be applied to this module field. If lock is checked, this property cannot be changed when
this field is applied to a plate.

Field Options: Field options allow you to create a new field and clone or delete an existing field.

. : Create a new field within the selected module. Provide a style and a data type. Enter all properties that are common to all planned instances of the field.
Leave instance-specific properties unlocked or unspecified.

« [Clong}: Create a clone of a field. Complete the Clone Field dialog.

B Clone Field: AACONV ? G
Clone in Module:  AA (current)

Field Name: AACONV

[] stay on current field

OK | Cancel

Fields can be cloned within the current module (default) and can also be cloned to a different module. For the latter, choose the destination module from the
Clone in Module drop-down list.



P2 Clone Field: AACONY ? %

Clone in Module: Common

AA (current) ~
AE

[ Stay on curren AQ
[

Field Name:

CE
M
CO
DA
oM <

The cloned field requires a name that is unique within the destination module. Specify a Field Name. After the field is cloned, the default behavior is to switch
the focus to the new field in the destination module. Mark Stay on current field to override this behavior and leave the focus on the current field in the current
module.

« [Delete]: Delete an existing field. If the selected field is in use on one or more plates, it cannot be deleted. Field usage can be determined by selecting a field
from the list and examining the Field Usage window. As fields are mapped to plates, all fields and the module they belong to are listed in this part of the
dialog.

Custom Properties: Once a module instance is applied to a plate, custom properties can be specified for that module. Up to 20 custom properties can be
specified for each module instance. Property tags are assigned using Custom property tags. Each property value may contain up to 500 characters.

Al Module Properties J

Subject ID e
CommonlLl Base Module [ LB |

‘:;dfdiscm’er .

P2a IVR (25) LB (452) Laboratory Results

Description | Laboratory Testing Results (Findings) |

Instance No. |2 *
Custom

1. Hemogram st Property Tag Property Value
Collection date _ o6 No hemogram tests performed XXTEST HEMATOCRIT

XXTERM

XXTRT

XXCAT HEMOGRAM

XHSCAT

XHFAST

DFMODULE_USER7

B8] DFMODULE_USERS

1h. Monocytes e DFMODULE_USERS
|| || oPMoDULE_useRr10

LB
i. Eosinophils S DFMODULE_USER12
g || oFMODULE_usER13
LBLIO L. DFMODULE_USER14
cells/mm?® || | |IDFMODULE_USER1S
DFMODULE_USER16
DFMODULE_USER17
mmoliL DFMODULE_USER1S
DFMODULE_USER1S
DFMODULE_USER20

BLel

1a. Hemoglobin 10 g/dL 1f. Neutrophils cells/mm?

1b. Hematocrit 1g. Lymphocytes cells/mm®

DFMODULE_USER1L

1d. Platelets

x 10%/mm’

le. WBC

x10%/mm? j.  Basophils

k. Fasting Biood”
Sugar

2. Chemistries

Collection date OR EB No chemistries performed

2a. AST(SGOT) 23 - un 2f.  Creatinine mg/dL
2b. ALT (SGPT) 2g. Urea mg/dL
Bl141 LB[19] X
< >
[Page 33 of 36 [Plate 452 - LB: Laboratory Results Add/Edit Table... | | Order Fields... | Plate View | eCRF Table Apply Revert

History: Click in the Modules dialog to view the change history for the selected module. See View History for more details.
Plates

After adding eCRF plates or importing blank CRF images (Import CRFs), use the Plates dialog to enter a descriptive label and other properties for each unique
plate in the study database.

DFsetup - Plates - m] X

Number Label eCRF  Sequence is ICR Layout Fill Color T.Ir_f?;::;;r’_lly ng‘:'ﬁ:gle\f:ﬁrcn Arrival Trigger -
: 1 DM: Demographics No  First Data Field None #FFFEGEGDC No Final
| 10 IE: Inclusion Exclusion  No  First Data Field Standard FFFEGEGDC No Final
20 ENR: Enroliment No First Data Field Standard FFFEGEGDC No Final
30 VS: Vital Signs No First Data Field Standard FFFEGE6DC No Final
| |40 FE: Physical Exam No First Data Field Standard FFFEGEGDC No Final
50 LB: Hematology Results  No First Data Field Standard #FFEGEGDC No Final
60 CCPR: Cardiac PCIRe... No  First Data Field Standard #FFEGEGDC No Final
101 SE: Subject Encounter  No First Data Field Standard FFFEGEGDC No Final
102 SC: Subject Characteri... Yes  First Data Field Portrait No Final
110 SADH: Study Drug Adh... No First Data Field Standard FFFEGEGDC No Final

< > i

Recent edits are shown in bold and, when the focus is on the cell, also have a red arrow that can be used to undo the change. Click |Apply| to save the changes
and to dismiss the Plates dialog. A confirmation dialog appears if you attempt to quit without saving changes.



Label: A descriptive label not exceeding 100 characters is required for each plate. This label is used in Query Reports to identify missing pages, and as the data
statement label in SAS® job files created by DFsas.

eCRF: eCRF plates do not contain barcodes and are therefore only suitable for entry via EDC.

Sequence: By clicking this cell 2 options are available to indicate whether the key field to identify the visit field number if predefined (or in the barcode), or is in the
first user-defined data field of the plate.

If a plate is never repeated, and thus will appear only once in the study database with a single visit number, the visit number can be predefined or included in the
CRF barcode. If the plate may be repeated, different visit numbers will be required to distinguish the different records. In this case it is typical to design the CRF
page with the visit number as the first data field (as either a choice or numeric field) that is selected by whoever is completing the form (for EDC studies) or
completed by whoever submits the form (for paper-based studies).

ICR: This is only relevant to CRF plates if CRF images will be submitted to the DFdiscover server. DFdiscover ICR can be used to read the data fields on a
submitted CRF image and create an initial data record for review by data management staff. There are 3 options:

« none - do not perform ICR on any of the fields on the current plate

standard - perform ICR on new CRF pages, but if the page is a resend discard all ICR'ed values when the existing data record is brought forward for
comparison with the new CRF page.

« merge - perform ICR on new CRF pages, and retain the ICR'ed values for any blank fields in the existing data record when it is brought forward for
comparison with the new CRF page, except for those blank fields which are supported by a reason in the study database.

The DFdiscover ICR algorithms can read check boxes (in check and choice fields), numbers (in numeric and date fields), 3-character months (in dates that use
this format), plus and minus signs (in signed numeric fields) and visual analog scales.

The ICR algorithm uses the legal range specifications for each field to determine whether it read a legal value. If the value is illegal the field is left blank. Choice
fields for which more than one box was checked are also left blank as this is always an illegal response.

Fill Color: Fill Color defined at the plate level is inherited by fields as default color. This color is used to paint/fill the area between the data entry widget and the
CRF background color. When using color and higher resolution data collection CRF images, the appearance is greatly improved by also filling areas around data
entry widgets in a color sensitive manner. Ensuring that Fill Color is set to match the surrounding area of data entry widget on CRF background will improve overall
visual experience. If Fill color is not defined (i.e. blank) at the plate level, the color specified in [Study] > [Global Settings] is used.

Layout: The Layout property applies to CRFs without backgrounds in DFexplore or DFweb. This property has 2 options:
« Portrait - Default appearance for eCRFs. When printed or saved to PDF, eCRFs are displayed as 8.5 x 11-inch pages.

¢ Landscape - eCRF has a greater width to allow for instructions on the right of fields or for wider tables. When printed or saved to PDF, eCRFs are displayed
as 11 x 8.5-inch pages.

The default layout for eCRFs is Portrait.

Triggers Early Termination: There are various ways to signal the termination of subject follow-up for each cycle defined in the study visit map. One way is to
design a special CRF form that is used by the clinical sites to record the date and reason that follow-up is terminating early for a specified cycle for a specified
subject. The visit number on the early termination plate must be included within a cycle in the study visit map. This identifies which cycle is terminating early. See
Visit Map for additional information on cycles and cycle termination.

Eligible for Signing when: This is relevant for plates where e-signatures fields are defined. If e-signature fields are defined for this plate, the subject record will be
signed with user's signature upon save based on this selection. There are 2 options:

¢ Final - When record status is changed to Final.

« Final or Incomplete - When record status is changed to either Final or Incomplete.
Plate Arrival Trigger: Plate arrival triggers are used to run specified program on the DFdiscover server on arrival of a new record for a specified plate. For
example a trigger might be used to send someone an email message on arrival of a serious adverse event form. Plate arrival triggers execute on the following
events:

« when a barcoded CRF page arrives provided the barcode can be read,

« when a page is identified and sent to the study using the Image Router function,

« when data records are imported to the new record queue using DFimport.rpc with the -n option, unless explicitly suppressed by also including the -s option.

IMPORTANT: If an image cannot be identified on arrival and thus ends up in the Image Router, the plate arrival trigger will be delayed until the page has been
identified using DFexplore.

Plate arrival triggers are UNIX shell programs that may take arguments. Plate arrival triggers have the following requirements:

« They must be "installed" in either the study ecbin or DFdiscover ecbin directory - this "registers" them to DFdiscover. If the program is registered in both
locations the study level takes precedence.

« The program name cannot contain any of the following characters:
/space | $;&*

« The program arguments cannot contain any of the following characters:
[°$;&"

Two arguments are automatically added to the end of the command line, in the following order:



1. full path to the image file
2. the data record created by ICR or imported

Plate arrival triggers are executed immediately following the ICR step for both incoming documents and pages identified using DFexplore, and the ICR results are
passed to the program. However, when a plate is imported to the new record queue ICR does not occur, and the imported data record is passed to the program
instead.

As an example, suppose we want to send a notification to the study adverse event monitors (Jack and Jill) whenever a new adverse event form arrives (plate 200)
asking them to review it within 24 hours. In addition we want to notify the study data manager (John) so that he can check that the review occurred on time. The
plate arrival trigger for plate 200 might look like this:

AEnotification.shx "jack@company.com jill@company.com" "john@company.com"
The script, stored in the study ecbin directory that does the work, might look something like this:

#!/bin/sh
# AEnotification.shx "jack@company.com jill@company.com" "john@company.com"”
# send email to SAE monitors when an adverse event arrives

TO=$1

CC=%2

CRF=$3

DATA=%$4

SUBJECT="New adverse event for study XYZ"

/usr/bin/mailx -s "$SUBJECT" -r "$CC" -c "$CC" "$TO" << END
A new adverse event report (plate 200) for study XYZ

arrived today: “date’

The ICR results are:

$DATA

Please review this form within 24 hours.
Thank you.
END

Custom Properties: Up to 20 custom properties can be specified for each plate. Property tags are assigned using Custom property tags. Each property value may
contain up to 500 characters.

Plate Properties.
Number 4527
Label LB: Laboratory Results
eCR No v
Sequence is | first data field
ICR Standard
Fill Color

Triggers Early |,
Termination

o ~

Final &

Signing en

Arrival Trigger
Help  Custom
Property Tag Property Value A
V1 21-DEC-2018
v2 10-JAN-2019 - Corrected
DFPLATE USER3

DFPLATE USER4
DFPLATE _USERS
DFPLATE USERG
DFPLATE USER?
DFPLATE _USERS
DFPLATE USER9
DFPLATE USER10
DFPLATE_USER11
DFPLATE _USER12
DFPLATE USER13
DFPLATE USER14
DFPLATE_USER15
DFPLATE USER16
DFPLATE _USER17
DFPLATE_USER18 ¥

Apply Revert

You can also modify these plate properties using the Plate Properties panel when the plate is selected in the Plates-Modules-Field panel on the left side of the
DFsetup window.



Plate Properties
Number 1
Label DM: Demographics
eCRF No
Sequence s first data field
ICR None v

Fill Color FFEGEGDC

- Final
Signing when

Arrival Trigger
Help  Custom
URE ==E[F;

Demographics (DM) CRF Completion
Instructions

* Items 1-4 are required to be completed.

* Date cannot be unknown. Complete date
required.

* If "Not Reported” is marked for Item 3 Ethnicity,
please explain in Comments,

Rich Tet  HTML

This panel may also be used to specify an optional plate level help message. Each Help message can be formatted using the Rich Text editor, or HTML code can
be entered or pasted using the HTML editor. In DFexplore, this help message is available to users when they select > |Plate Help|. In DFweb plate help can
be accessed by clicking the |?| icon next to the CRF name at the top of the screen

NOTE: DFcollect is not able to consistently render Rich Text Format (RTF) with all Google API versions. If help is required in each of DFexplore, DFcollect
and DFweb, format the message as HTML.

History: Click in the Plates dialog to view the change history for the selected plate. See View History for more details.

Styles
Default Styles: When defining a data field you start by selecting a style that has the desired data properties. DFdiscover includes the following predefined styles:
SimpleNumber for numeric fields
SimpleDate for dates
SimpleTime for times
SimpleDateYYYY for dates with 4-digit years
SimpleString for text fields
SimpleChoice for fields with 2 or more mutually exclusive check boxes
SimpleCheck for fields with a single check box
SimpleVAS for visual analog scales

These styles should be reviewed and modified as needed. For example, the date format defined in the SimpleDate style should be changed to match the date
format used in the study. The DFdiscover default styles cannot be deleted.

Visit Date Usage: Use must be set to Visit Date for each date that is relevant to subject visit scheduling. This includes the date of each baseline, scheduled follow-
up, and termination or abort visit (including date of death if recorded). The Visit Date use may also be assigned to optional visit dates. The visit date fields on the
study CRFs identify the date on which the visit occurred. Thus, there should be only one field with the visit date property set for each visit. If the visit date use is
assigned on more than one plate within a visit, it is expected that all of these date fields will have the same value. See Special Field Uses for more details about
field uses.

eSignature Usage: An eSignature module is included by default for all studies. The module has six fields: SigName, SigDate, SigTime, SigReasonChoice,
SigReasonString, and SigLTimestamp. Respectively each have their Use property set to eSignature Name, eSignature Date, eSignature Time, eSignature
Reason, eSignature Reason, and Local eSignature Timestamp. See eSignatures and 21 CFR Part 11 Compliance for additional information about eSignature
implementation. See Special Field Uses for more details about field uses.

View Only Usage: A ViewOnly module is included by default for all studies. The module has three fields: DFLCREATE, DFLMODIFY, DFLLANG. Respectively
each have their Use property set to Local Creation Timestamp, Local Modification Timestamp, and Language. These fields are view-only and auto-completed by
the client application. See Special Field Uses for more details about field uses.

Study Specific Styles: Study specific styles should also be defined for data field types that appear repeatedly in the study definition, e.g. Subject ID, Yes/No
questions, and any repeating block of questions, e.g. medical history items, medication usage, etc. You can define as many study specific styles as needed. Each
style is identified by a unique style name comprised of letters, digits, spaces and the ' ' character. Each style name must begin with a letter or digit, and cannot
exceed 15 characters in length.



Styles can include both fixed properties which are locked in the style and cannot be changed when defining a module field that uses the style or when adding the
module field to a plate, and default properties which are not locked in the style and can be changed when defining a data field. Styles thus serve both to simplify
the definition of individual data fields, and more importantly to enforce consistency among data fields that share some of the same properties: coding, legal ranges,
edit checks, etc.

Ideally you should define the styles you will need before starting to define individual data fields, but styles can be created as the need arises. Be sure to consider
the required properties of all of the data fields that will use each new style you create so you can decide which properties to lock in the style.

Modifying Styles: A style definition can be changed at any time. Properties that were previously defined at the field level can be over-ridden by specifying and
locking a value in the style. When this is done all fields that use the style will inherit the newly locked style property.

Styles can also be changed by unlocking a previously locked property. When this is done the data fields that use the style will continue to hold the property's
previous value. No changes will occur unless the user decides to edit the now unlocked property for some or all of these data fields.

WARNING: Styles can be changed at any time. Once study data has been entered into the database, be careful not to change anything that would conflict
with data that has already been collected. Examples of properties that should not be changed include:

- the label on codes that already appear in the database if this would change the meaning of existing data values
- the field storage length if values already collected would not fit in the new storage length

- the format of numeric and date fields if this would make existing data values invalid

- names that have been used in edit checks, unless you are willing to also change the edit checks

Styles Dialog: This dialog is used to define and manage all study styles:

DFsetup - Styles o X
Styles A Style Properties \
& SimpleCheck Style |C_ENDAT Type [3Z Date >
BH simpleChoice &L
[ simpleDate CIneme  [XXENDAT |
I [Smianea ClAlias  |XXENDAT |
E SimpleDateYYYY
[ simpleDDMMMYY O Dascnptmn’End Date ]
%3 SimpleNumber [ Prompt ‘Whai was the 305¢ end date? ‘
Al simpleString
@ SimpleTime Basic  Detail Edit checks
3— SimpleVAS Diegal |
B AcoccuR [ Hel |What was the 300 end date ?

“!! AESPID elp at was the end date
A5 BEHAVIOR_Scale Constant ~ |No v Value

al D [ Need Optional v

C.ENTIM ¥l DHidden  [No -

New | | Clone | | Delete [ skip iEI < [fields if value=|

Style Usage [J comment

Modules  Plates

Module Field Description

MH MHENDAT End Date

ov DVENDAT End Date

AE AEENDAT End Date

EC ECENDAT End date

CE CEENDAT End Date [ Instruction |None ~
History Apply Revert

The components of this dialog include:

Styles list of currently defined styles

Style Properties data field properties for the selected style, C_ENDAT in this example

Checked Properties | are locked in the style and cannot be changed when defining a data field

Style Usage data fields that use the selected style

New define a new style

Clone define a new style starting with a copy of the selected style

Delete delete the selected style

Apply save changes to the selected style, requires > to become permanent
Revert undoes changes made to the style, but only those which have not yet been applied
History view history for the selected style (see View History for details)

Done dismiss the dialog

Common Properties

The data field properties displayed in the right panel depend on the selected field type (check, choice, date, time, number, string, visual analog scale). We will
start by describing the common properties and then describe those that are specific to each data type.



Style: Each style is identified by a name consisting of letters, digits, underscores and spaces, at most 15 characters in length and beginning with a letter. A dialog
requests the new style name whenever you select or [Clone]. Existing style names can be modified in the Style Properties panel, provided the style name
remains unique.

Type: This property identifies the underlying data type from the list of available data types:

« choice - a field consisting of up to 98 choices, only one of which may be selected. Each choice has a code and a label, and a special code and label for cases
in which no box was selected. The codes are stored in the study database and labels are stored in the study schema.

» check - a field consisting of a single box which may be checked or unchecked. A code and label are defined for each of these 2 states. The code is stored in
the study database and the label in the study schema.

« number - a field consisting of digits, with or without embedded delimiters (e.g. decimals, commas, etc.) and with or without a leading plus or minus sign.

« date - a field consisting of a day, month and year part in any order and with or without delimiters, as specified in a format specification.

« time - a field containing hours and minutes, or hours, minutes and seconds.

o string - a text field with specified screen display and maximum storage lengths.

o VAS - a visual analog scale for measuring subjective characteristics where a continuous scale is more appropriate than a discrete scale. It is typically
represented by a horizontal line, representing a dimension (e.g. pain) with labels at either end (e.g. none, excruciating) which research subjects use to mark

their position along the dimension.

For more details on each supported data type see Data Types. The properties panel changes on selecting the field type to display the properties appropriate to
each type, as described in Type Specific Properties.

Name: Each data field is required to have a name. The name must be unique within all module definitions for the study, but it does not have to be unique across
the entire study. For instance, it would be common for a field name to repeat across instances of a module definition. The name must be at most 80 characters in
length, begin with a letter and consist of only letters, digits, and underscores. The name is case sensitive, hence MED1, Med1 and med1 each define a unique field
name. This name is used in the edit check language and by DFsas when creating SAS® data sets.

Alias: The alias of a data field is a string that uniquely identifies the field across the entire study. The alias property shares the same limits as the name property
with respect to length and character set. Each data field must have an alias that is different from all other aliases used to define data fields in the study. An alias
may also contain meta-words (a name may not).

Most aliases are defined at the module or field level, not in the style, with one exception. An alias can be defined in the style for fields which appears only once on
any given plate, like subject ID and initials, by using the meta-word for plate number like this: PID_""$(plate). This evaluates to PID_001 on plate 1, PID_002 on
plate 2, etc. and will thus be a unique alias.

Description: A description, up to 40 characters long, must be specified for each data field. It is used to identify data fields in Query Reports and as the field label in
SAS® data sets created by DFsas, and thus must uniquely identify each data field. Descriptions can be fixed in the style if they include meta-words, like $(plate)
which make them unique, or a default description can be included and then modified at the data field level, to reduce typing and provide an initial template. Most
often the description is unlocked and blank in the style.

Prompt: A prompt, up to 1500 characters long, may optionally be specified for each data field. It is used to display the question text or item label for the data field
on eCRFs (plates without a CRF background image) and in DFcollect and DFengage, if it differs from the field description. The prompt is required for the first field
in a set of grouped fields.

For eCRFs fields not in a table in the data collection tools, if a field (other than Visit Number or Subject ID) is required or essential, an asterisk (*) is added in front
of the prompt, for improved accessibility especially for users with color vision deficiences. In DFexplore asterisks are also available in tables as follows:

¢ in row header, if defined, and all fields in row are required/essential
« if no row header defined, in the column header if all fields under column are required/essential

Asterisks are displayed only when enabled in Global Settings. If not enabled, to meet accessibility standards on eCRFs across applications, include an indicator
such as “(required)” in the prompt, instructions, or table headers to ensure that users can identify which fields are required regardless of color visibility.

The prompt is formatted as bold text by default, but simple HTML may be used for additional formatting, such as using italics, changing the font color, or adding
line breaks, spacing, or symbols. For example, a prompt defined as <font color="red">Relationship to Study Treatment</font><br><font color="grey"><small>
<i>An indication the study treatment had a causal effect on the adverse event, as determined by the clinician/investigator.</i></small></font> will appear on the
eCRF as:

Relationship to Study Treatment

Note that < (&lt;) and > (&gt;) symbols need to be entered as HTML symbols. Hover over the Prompt field in the Field Properties panel to preview its appearance
on the eCRF.

Legal: An optional comma delimited list of legal values and ranges can be specified, using a dash (-) or tilde (~) for inclusive range specifications, as illustrated in
the examples below:

« 0,3-8,20,22,30-39 for a numeric field

e -5.0~-2.5,2.5~5.0 for a numeric field with negative values
« 01/01/06-31/06/07, 01/09/07-today for a date field

o ABC,XYZ,A B,"A,B" for a string field

« $(choices) for check and choice fields



If a legal value includes commas it must be enclosed in double quotes. For example quotes are needed here: "JAN 01,2008"~today for a date with format 'mmm
dd,yyyy', but not here: JAN 01 2008~today for a date with format 'mmm dd yyyy'.

Quotes are not required when the legal value contains spaces as in the following example: Dr. A,Dr. B,Dr. C.

The meta-word $(ids) can be used as the legal specification for the subject ID field. This indicates that only subject ID numbers specified in the sites database are
legal, and is the recommended way to specify legal subject IDs. The actual subject ID numbers are determined by examining the range of subject IDs for each site
from the site definition.

DFdiscover does not prevent the entry of illegal values but highlights the field with the illegal color (red) if an illegal value is entered. If the Legal value property is
not specified the field will only turn red if Need is specified as required or essential and the field is left blank. If metadata (a query or reason) is attached to a data
field the metadata color (blue, orange or green) takes precedence over the illegal value color.

If there are any illegal fields on a data record DFexplore prevents the user from saving the record with status 'Final', unless the user has provided a reason
explaining each illegal value, or replied to a query on the illegal values. This rule applies at all workflow levels, including level 7.

Data queries classified as requiring 'correction’ (not 'clarification'), and which have query categories 'illegal’ or 'missing’ are automatically resolved when the data
field is corrected according to the following rules:

« Queries classified with category 'illegal’ are automatically resolved if one of the values specified in the Legal property is entered into the data field. If the Legal
property is unspecified these queries will not auto-resolve. This applies to all field types. For example, a blank choice field which has an illegal value query will
only auto-resolve on selecting one of the choice options if the Legal property contains the $(choices) specification.

« If the Legal property is specified, a query classified with category 'missing' will be automatically resolved when one of the specified legal values is entered into
the data field. If the Legal property is not specified, any entry will resolve a 'missing' value query.

Help: An optional help message can be displayed at the bottom of the DFexplore window or in the metadata editor panel when the focus rests on the data field. In
DFexplore users can also see this help message from > [Field Help]. In DFweb and DFcollect, help can be viewed by clicking the [?]icon. Help messages
can include meta-words (see Meta-Words). For example, the legal value list can be included in the help message as in 'Legal values are: $(legal)'. Help message
can be either formatted using Rich Text editor or HTML code can be entered or pasted using the HTML editor. Images, audio, and video can be included using a
URL or, for small files, base64 data. In DFcollect, only multimedia included as base64 data can be viewed while offline. The tool button in front of Help property
can be used to launch the help editor window.

Constant: If a field is preset to a constant value, the Constant property is set to yes and the constant value is given. The value must adhere to the rules for the
field - field type, format, store length.

Need: One of 3 values must be specified for this property:
« Optional: for fields that may be completed with a data value or missing value code. Optional fields are legal when left blank.
« Required: for fields that may be completed with a data value or missing value code, but are considered illegal when blank.

« Essential: for fields that must be completed with a data value. Essential fields do not accept missing value codes. They are considered illegal if blank or if
they contain a missing value code (which can arise if a previously optional or required field is changed to essential).

Key fields (subject and visit numbers) are always essential, regardless of how the need property is specified.

None of the need options prevent users from entering illegal values, but entering an illegal value does prevent the user from saving the data record with status
Final. As for illegal data values, fields that are illegal because they are required or essential but blank also prevent the data record from being saved with status
Final.

Required and essential fields are displayed in red when blank in DFexplore, DFweb, and DFcollect, however for improved accessibility, especially for users with
color vision deficiencies, a secondary indicator may be necessary. For eCRFs fields not in a table in DFweb and in DFcollect and DFengage, if a field is required
or essential, an asterisk (*) is added in front of the prompt to provide this secondary indicator. In DFexplore and when CRF backgrounds are used, no asterisk is
added. To meet accessibility standards, we recommend including an asterisk or another indicator that the field is required in the prompt or other field labelling
(such as instructions or table headers) for eCRFs, or on the CRF background if used. For example, defining the prompt as “* Date of Birth:” or “Date of Birth
(required)” ensures that DFexplore users can see that the field is required regardless of color visibility.

Reason: The reason level (1-7) identifies the minimum workflow level at which changing the data field requires a reason. For example, if the reason level is set to
3, a user can change the value without specifying a reason if the data record is currently below level 3, but a reason must be provided if the record is at level 3 or
higher. If the reason level is set to anything between 1-7, an additional option 'Only if changing a non-blank value' becomes available. If this option is checked, a
reason for data change will only be required if the record exists at or above the specified level and the field's value was not blank prior to being changed. By
default, this option is unchecked which means that the field's original value will be ignored - a reason for data change will be required for any change to the field if
the record exists at or above the specified level.

The reason property set in the style or the data field definition is only used if the global setting (see Global Settings) is set to 'per field'. A global setting of 'never' is
equivalent to specifying 'none’ for all data fields, and a global setting of 'always' is equivalent to specifying level 1 for all data fields.

In DFexplore the reason dialog automatically appears when a reason is required. The dialog displays the reason, if any, for the current value, a text widget in
which to enter a reason for the new value, and buttons to either record the new reason or revert to the previous value.

This property is optional. If 'none' is selected a reason is not required for data changes, with one exception. If a field already has a reason associated with its
current value, then changing the value requires the entry of a new reason, regardless of the setting for this property at field, style or global levels.

Hidden: Data fields can be hidden (data entry widget not visible) or masked (data entry widget is visible but unavailable, and no data can be entered). By default,
data fields are not hidden. If a data field is classified as hidden or masked users require permission to see it in the data collection tools. Permission to see hidden
or masked fields is set in the study roles defined in DFadmin and may differ by plate and visit, but not by level. A field cannot be hidden or masked at some
workflow levels and visible at others.

Hidden or masked fields can be located anywhere on the plate, and are used for fields that only certain users need to use, for example:

« dictionary coding fields not present on the study CRFs



« fields for a reviewer's initials and date signifying completion of some task
« a date stamp completed by a batch edit check indicating the investigator payment run in which the assessment was included.

This field property only affects whether users can access the hidden or masked fields in the data collection Data and List (DFexplore only) views. It has no effect in
DFbatch. Edit checks on hidden or masked fields a user cannot see will not be triggered. This applies to all edit checks on hidden or masked fields: plate entry and
exit edit checks, as well as field entry and exit edit checks. While hidden or masked fields are skipped and their edit checks ignored, they can be read and set by
other edit checks both interactively and in batch.

This field property has no effect on DFexport.rpc or DFsas. Thus users with permission to create and run DFsas jobs in DFexplore will be able to create and
export SAS® data sets containing hidden or masked fields.

Display, Store and Widget Lengths: The Display length, which must be specified for string, numeric and date fields, determines the number of characters that
will be displayed on one line of the data field in the data collection tool, while the Store length determines the number of characters that can be saved in the
database, and also whether the data field needs to expand vertically to allow data reaching the store length to be entered.

The length of the data field widget drawn on the screen determines the region of the CRF that will be covered by the data field. The widget length may exceed the
display length, and often does when clicking boxed data fields. This allows the boxes to be completely covered in the data entry window. Thus, data field widgets
will not automatically shrink if you draw them longer than required by the display length.

Clicking |Adjust to Fit| changes the length of the data field widget to match the specified display length. The adjustment is made to the right edge of the widget, with
the restriction that widget length cannot exceed the right edge of the data entry screen. If matching the specified display length would exceed this boundary, the
widget increases to the right as far as possible and the display length is then decreased to match the new widget length.

Remember that any text and graphics that lie beneath the data field widgets will be hidden on the data entry screen. This is what you want when the field is
designed using data entry boxes, as in CRFs designed for submission as images and ICR, so |Adjust to Fit| should not be used on such data fields.

Fill Color: Fill color is used to paint/fill the difference area between the data entry widget and CRF background color. Particularly with color and higher resolution
data collection CRF images, the appearance is greatly improved by also filling areas around data entry widgets in a color sensitive manner. Ensuring that Fill
Color is set to match the surrounding area of data entry widget on CRF background will improve overall visual experience. Fill color if not defined (i.e. blank) at the
field level, the color specified in Plate properties is used.

Fill color has 4 components: alpha (opacity), red, green and blue and is expressed as a hex number with the format #AARRGGBB. Click the square color swatch to
select the color (and opacity) from one of several palettes or use the color dropper to sample from any part of the CRF. Use opacity to "mix-in" fill color with
underlying color if needed.

Units: This is a string value recording what units are used for the current field values.

Skip: An optional rule may be specified to skip one or more fields following the current field when the current field has one or more specified values. The rule has 2
parts as shown in the style dialog above: the number of fields to be skipped and the data value or values that trigger the skip.

To indicate that more than one value can trigger the skip enter a comma-delimited list of values and ranges, e.g. 1-3,5,7.

Two meta-words can be used in skip specifications. Specify $(blank) to trigger the skip when the current field is blank, !$(blank) when it is not blank, $(legal) when
it contains one of the values specified in the legal values property, and !$(legal) when it does not contain one of the legal values.

The $(legal) meta-word cannot be combined with other values and only refers to the values specified in the legal values property. If this property is blank the skip
rule will never be met.

The $(blank) meta-word can be combined with other values, except $(legal). For example, if the current field is a choice field and you want to skip fields if none of
the choice boxes was selected (i.e. the field is blank) or if one of the boxes corresponding to choice codes 1-3 was selected, the skip specification would be:
$(blank),1-3.

The Skip rule is evaluated on a forward exit from the field using the or key. It is not evaluated on a backward exit using Shift-Tab or Shift-Return, or on
a direct move to another field using the mouse.

If the rule is met the focus jumps directly to the data field following the number of fields being skipped. The fields are skipped regardless of whether they are blank
or contain data values, and are not changed in any way by being skipped. Any field entry or field exit edit checks that might exist on the fields being skipped will
also be skipped since these fields never get the focus.

More complicated rules and/or different skip behavior can be implemented using edit checks.

Edit Checks: Edit checks are user defined programs used to implement data consistency checks, lookup tables, computed values, and many other types of
programmed behavior (see Programmer Guide, Edit Checks).

Edit checks can be triggered in the data collection tools when the plate first appears on screen (plate enter), when the user moves into a data field (field enter) or
leaves a data field (field exit), or when the user saves the data record (plate exit). All edit checks are attached to data fields by entering the edit check name and
parameters (if any) in one or more of these 4 edit check widgets. It is perfectly legal for an edit check to be triggered more than once, for example on field exit and
again on plate exit. It is also legal to trigger more than one edit check on the same event by entering a list of edit checks separated by commas and/or spaces. If
more than one edit check is entered in any of the 4 edit check widgets they will be executed in order from left to right, on the designated plate or field enter or exit
event.
Edit Check Execution
Edit checks are processed in the following order:

1. On Plate Entry: all fields are examined in field number order. Any plate entry edit checks are executed before moving to the next field.

2. On Field Entry: by keyboard or mouse, forward or backward, any field entry edit checks are executed.

3. On Field Exit: by keyboard or mouse, to move to any other field or to the Save buttons, any field exit checks are executed.

4. On Plate Exit: all fields are again examined in field number order. Any plate exit edit checks are executed before moving to the next field.


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/progman/html/progman.html#edit-checks

IMPORTANT: Field enter and field exit edit checks only fire if the user visits the field, and thus will not be triggered on fields the user skips. This applies to
manual skipping via the mouse and scroll bar, and to automated skipping via the Skip field property and edit check dfmoveto instructions.

Edit checks attached to hidden fields are not executed in DFexplore if the user does not have permission to see the hidden fields. This applies to all 4 types:
plate and field, entry and exit.

Edit checks can also be executed in batch mode, see Programmer Guide, Batch Edit Checks. Batch mode simulates a user retrieving each specified data record,
tabbing through all data fields, and then saving the record. Thus the order of edit check execution proceeds just as it does interactively, but with the following
differences:

« edit checks on hidden fields always run in batch mode regardless of who is running the batch,
« dfaccess statements are ignored during batch processing,
« dfmoveto statements are ignored during batch processing thus all fields are traversed.
Edit check programs can be entered, checked and published using the > dialog described in Edit Checks.
Comments: Internal documentation for the field can be stored in the comments property. Comments are visible as part of the field definition but not displayed

anywhere on the CRF. They can be viewed wherever field definitions are displayed, such as in DFexplore under [Show| > [Field Properties], in the Database
Definition report, and in the setup export to Excel. A comment has a maximum length of 1500 characters.

Instruction: Additional text related to the field may be defined in the Instruction property for display on CRFs without a background.
The instructions are displayed on eCRFs in one of five positions:

1. Above the prompt: In a separate row above the field, aligned with the field prompt.

2. Above the field: Aligned with the leftmost boundary of the field widget.

3. Below the field: Aligned with the leftmost boundary of the field widget.

4. Below the prompt: In a separate row below the field, aligned with the field prompt.

5. Right of field: After the the field widget in the same row.

Instructions are not displayed on CRFs with backgrounds or for fields that are included in a table. In DFweb on smaller screens (tablet and mobile), and in
DFcollect, instructions right of field are displayed below the field.

Instructions are formatted as plain text by default, but simple HTML may be used for formatting, such as using bold and italics, changing the font color, or adding
line breaks, spacing, or symbols. The same HTML formatting allowed in the Prompt property is also allowed in the Instruction property. Note that < (&lt;) and >
(&gt;) symbols need to be entered as HTML code.

Custom Properties: Custom properties may be specified once the field is applied to a plate. Up to 20 custom properties can be specified for each field. Property
tags are assigned using Custom property tags. Each property value may contain up to 500 characters.

Type Specific Properties
Specific Properties for Check & Choice Fields

Coding: Check fields consist of a single box, that is either checked or not checked, while choice fields have 2 or more boxes, at most one of which may be
checked. In both data types, either the field has no response (no box is checked) or a single box is checked. A numeric code and descriptive text label are required
for each box and defines the meaning of that box being checked. Additionally, a numeric code and text label are required for the "no response" case, where no box
is checked. A sub label is optional for both the checked and unchecked codes and may be used to store a secondary label for the code, for example CDISC
controlled terminology required for SDTM export. Within a field definition, each numeric code must be a unique integer value, in the range 0-65535 (inclusive). Text
labels and sub labels each have a maximum length of 4096 characters and are recommended to be unique but are not required to be. Only the numeric code is
stored in the database (and hence one needs to be aware of the implications of changing a numeric code once a study has started to receive data), while the text
label appears in reports and is for readability purposes only. The sub label is stored in the setup definition and may be used to decode the data value when
exporting.

& = Code Label Sub Label

Check Off 0 Unchecked ]

Check On 1 Checked § §

« A numeric code and text label must be specified for each of the 2 possible states: the box is checked or not checked.

MF Code Label Sub Label
No Choice 0 blank
Choice 1 1 Mid (easily tolerated... MILD
Choice2 2 Moderate (low level.. MODERATE
Choice 3 3 Severe (interrupts n_.. SEVERE

¢ A numeric code and text label must be specified for each choice box and for the case in which no box is checked. The sub label is optional and may be used
to store a secondary label for the code, for example CDISC controlled terminology required for SDTM export.

¢ Box 1, Box 2, etc. corresponds to the order in which the boxes were checked in the CRF window.

Use: Choice fields can have Use set to Standard or eSignature Reason. eSignature Reason is set and locked for the SigReasonChoice field in the eSignature
module. See Special Field Uses for more details.


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/progman/html/progman.html#batch-edit-checks

Legal: The meta-word $(choices) may be used in the legal specification for choice fields. It evaluates to all specified codes, including the code for no choice.
However, if need is specified as 'Required’ or 'Essential’ the field will still be flagged as illegal if no choice is selected.

It is also possible to specify the codes directly, e.g. 0-4 for the choice field and 0-1 for the check field in the examples above. But remember to include the 'No Box'
code as a legal value for 'Optional fields, otherwise they too will be flagged as illegal when blank.

Specific Properties for Choice Fields

Show As: The choice items for a choice field can be presented in one of several ways in DFexplore, DFweb and DFcollect.
The overall appearance is controlled by the settings of the Show As property, which may be:
« Choices

Show As Choices A

2 columns = Label Position Right ~

When Choices is chosen, the additional Columns counter and Label Position properties are available.

The # of Columns specifies the number of columns used to present the choices. The default is 3. If there are fewer choices than columns, the additional
columns are presented but are blank. If there are more choices than columns, rows are added as needed. For example, if there are 9 choices and 3 columns,
additional second and third rows are added, each also with 3 choices. If there are 5 choices and 3 columns, a second row is added and the third column of the
second row is unused and blank.

The Label Position specifies where the label appears relative to the choice. Options are None, Right, Top, Left and Bottom, and the default is Right. To
create a table of responses, where each row asks a different question but the response choices are always the same, specify Top as the label position for the
first question and None for the following questions.

Drop-down

Show As Drop-down

1 columns = Label Position|Right

When Drop-down is chosen, the Columns counter and Label Position properties are not available as they are not relevant. A drop-down saves space and
is able to accommodate more choice responses without requiring a larger screen area. The operating system may truncate labels that are too long to display
in the drop-down, and it may also arrange choices into a second column if space is restricted.

Not all of the presentation combinations are implemented in all of the tools.
¢ An eCRF in DFexplore and DFweb does implement all of the features.

« A CRF with background in DFexplore and DFweb ignores all of the features (because the paper has the choices on it) unless the choice field is defined by
one rectangular area, in which the case the choices are presented as a drop-down.

¢ DFcollect honors the distinction between Choices and Drop-down. However the # of columns is always 1 and the label position is always Right (the actual
setup settings are ignored).

« For backwards compatibility, when implementing older setups that do not have these properties, if the number of choice responses is 3 or less, the choices
are presentation as 1 column of radio buttons; if there are 4 more choice responses, they are presented as a drop-down.

Specific Properties for Numeric Fields

Coding: It is possible to associate labels with specific numeric values, as illustrated below, although this is not commonly used.

It is not necessary to specify labels for all possible numeric values, but labels are mandatory for the codes present in the coding table. If display mode is set to
labels (e.g. in DFexplore List View) and a label does not exist the numeric value is displayed instead. The sub label is optional and may be used to store a
secondary label for the code, for example the CDISC controlled terminology required for SDTM export.

M[E  code Label Sub Label
10 Visit 10
20 vist 20
30 vist 30
a0 vist 40

¢ To associate labels with numeric values enter the numeric value in the Code column and a text label in the Label column.

Display and Store: For numeric fields, the limit for the subject ID number is 15 digits at maximum. The limit for any other numeric field is 10 digits (including the
leading signs and the decimal points) at maximum. the display and store length must be the same. You cannot store more digits than are displayed on screen.

If a format is specified the store and display length must equal the format length. DFsetup will display a warning and will not allow a field definition to be saved if a
mismatch occurs.

Format: An optional format may be specified for numeric fields comprised of:
¢ an 'n' for each digit in the number
» adecimal or other delimiters
« fixed components, e.g. a leading digit

e aleading 'S'if a sign (+/-) is required



« aleading 's'if a sign (+/-) is optional

Number Format Examples

Format Description

If no format is specified any positive or negative integer or decimal value
that fits in the display length may be entered. Any legal range specification
e.g. -5.5~+5.5 may be specified. The display and store length must allow
for signs and decimals.

none

This format allows any integer between 0 and 999. The legal range
nnn specification (if any) may only include positive values, e.g. 80-230. The
display and store length must be 3.

This format allows any number between 0 and 99.9. The legal range (if
nn.n any) may only include positive values, e.g. 5.0-69.1. The display and store
length must be 4.

This format allows any integer between -99 and 999. If a paper CRF is
used the data field must have 3 boxes with the first box reserved for an

snn optional plus or minus sign. when the sign is provided, ICR will not read the
content in the first box. The legal range (if any) may include negative
values, e.g. -25~+25. The display and store length must be 3.

This format allows any integer between -99 and +99. If a paper CRF is
used, the data field must have 3 boxes with the first box reserved for a
Snn required plus or minus sign. The plus sign is required for positive values.
The legal range (if any) may include negative values, e.g. -25~+25. The
display and store length must be 3.

This special format (Subject ID number field in its maximum length) allows
integers between 0 and 281474976710655. The legal range specification (if

nnnnnnnnnnRRnNN any) may only include non-negative values, e.g. 0-222222222222222. The
display and store length must be 15.
This special format (numeric field other than Subject ID number in its
A maximum length) allows integers between -2147483647 and 2147483647.

The legal range (if any) may only include positive value, e.g. 1111111111-
1222222222. The display and store length must be 10.

If an integer or decimal format is specified, e.g. 'nnn' or 'nn.nn’, and the user does not enter all of the required digits DFexplore will auto-complete the value on field
exit by adding leading and/or trailing zeros where needed to match the specified format. For example, 22 is converted to 022 to match format nnn, 2.2 is converted
to 02.20 to match format nn.nn. This does not occur if no format is specified, or a format is specified that contains anything other than 'n's or a single decimal.

IMPORTANT: The '|' character is used as the field delimiter in data records and thus cannot be included in data fields or in formats. DFsetup and DFexplore
both block any attempt to use it.

Single Rectangular Box: Most numeric fields are defined using a separate box for each digit, but it is also possible to define a numeric field consisting of a
rectangular box containing pre-printed or hand-written digits. To define such fields click inside the box, select a numeric style, and set the store and display lengths
equal to the number of digits the field will contain.

When users complete such fields on a paper CRF all of the specified digits must be included, otherwise the ICR will fail and leave the field blank. Users should be
instructed to enter leading zeros, leave a clear gap between each digit, and print large without touching the top and bottom of the box.

For pre-printed numbers ICR accuracy is best for 18 pt Avant Garde-Book with a spread of 15-20% to clearly separate the individual digits. The rectangular box
used for these fields should be 1/3 inch high and wide enough to hold all of the digits without crowding. Whether pre-printed or hand-written, digits should be
positioned mid-way between the upper and lower edges of the box and clearly separated from each other, as shown in the example below.

These fields should not have a format statement. Delimiters and decimals are not allowed.

The 2 types of numeric fields are demonstrated in the following examples.

1. For this CRF Field Length & Format

LTI o '
Weight . Kg Format  nnn.n
[~] Store 8 2
12345678 =

Numeric Field Examples




Format Length +Si2;rn- CRF Field Design Value Range Note
nnn.n 5 unsigned ono-0 0.0 t0 999.9
snn.n 5 optional nooo-n -99.9 t0 999.9
Snn.n 5 required ano-n -99.9 to +99.9
2nn.n 5 unsigned 20000 200.0 t0 299.9
none 4 optional rectangular box -999 to 9999
For
Subject
. 0to ID
nnnnnnnnnnnnnnn 15 Uns'QﬂGd [][][][][][][][][][][][][][][] 281474976710655 number
field
only
nnnnnnnnnn 10 unsigned noooonooon 0 to 2147483647
Snnnnnnnnn 10 Required nonanoonan -ggggggsgggto
Snnnnn.nnn 10 | Required noooooooon O 0000.000
snnnnnnnnn 10 | optional ] Dy
Snnnnnnnnnn 11| Required nooooooooog B
none 10 | optional noonoooon taraaeer

Encrypted: Number fields may be encrypted to add an extra layer of security at the data storage level. Select Yes to encrypt the data in this field. Note that
encrypting data fields increases the amount of storage required for the data value, and can therefore limit the number of fields that may be included on a plate. See
Data Encryption for details.

Specific Properties for String Fields

Display and Store Length: Because the width of computer screens is limited, the length of text fields displayed on screen is often set shorter than the maximum
that can be entered and stored in the study database. Multi-line text fields can be created on CRF backgrounds by holding the key (or key on
Macs) while dragging out a rectangular box for the field. However, the space available on many CRF pages is only sufficient for a one-line text field. In such cases
the height of the text field automatically expands into a multi-line text box when the user enters the field, and returns to its display size when the user leaves the
field.

The Store length for a string field is limited to 250 characters if it is encrypted; otherwise, the Store length is limited by the maximum data record length.

Format: Specifying a format is rare but possible for string fields. String formats use "' as a place-holder for characters that can be entered by the user. All other
parts of the format are considered fixed. For example, 'Model #***' could be used for a string field that must start with 'Model #' followed by up to 3 other
characters.

If a format is specified its length must match the display and store length, with one exception. If the format ends in a single '*' character, as in 'Model: ', the display
and store length are honored and text can be entered from the position of the "' character to the end of the store length.

Use: String fields can have Use set to Standard, eSignature Name, eSignature Reason, Local eSignature Timestamp, Local Creation Timestamp, Local
Modification Timestamp, or Language. See Special Field Uses for more details.

« eSignature Name is set and locked for the SigName field in the eSignature module.

« eSignature Reason is set and locked for the SigReasonString field in the eSignature module.

« eSignature Local Timestamp is set and locked for the SigTimestamp field in the eSignature module.

¢ Local Creation Timestamp is used to define a view-only field to automatically capture the local date and time the data record was created. The timestamp is

captured in ISO format including UTC offset to indicate the user’s time zone. The Store value must be at least 30 characters. This property is set and locked

for the DFLCREATE field in the ViewOnly module.

Local Modification Timestamp is used to define a view-only field to automatically capture the local date and time the data record was last modified. The

timestamp is captured in ISO format including UTC offset to indicate the user’s time zone. The Store value must be at least 30 characters. This property is set

and locked for the DFLMODIFY field in the ViewOnly module.

« Language is used to define a view-only field to automatically capture the user’s study language preference when a data record is created. The Store value
must be 15 characters. This property is set and locked for the DFLLANG field in the ViewOnly module.

Mapping: Mapping can be used to automatically set all characters to upper- or lowercase as the user types.

Display 15 =
Store 50 =
[ Format
[ Use Standard

Mapping  to upper case -

« This field can store a maximum of 50 characters in the study database.

« In the DFexplore data window the field is only 15 characters long but when the user moves into the field it automatically expands to display all 50 characters.



« All characters are automatically converted to uppercase as they are typed.

Store 10 s
Format Model #/""

] Use Standard
Mapping  None

« This field begins with 'Model #' followed by a maximum of 3 characters.

o Examples: 'Model #123', 'Model #A-4', '"Model #7'

[“] Store 9 z
[] Format AAA AN NG
] Use Standard &

[] Mapping  to upper case -
« Values entered into this field will be displayed with the full format only after the user enters all 5 digits.
o Examples: '325.00 mg', '082.50 mg', '000.25 mg'

Encrypted: String fields may be encrypted to add an extra layer of security at the data storage level. Select Yes to encrypt the data in this field. Encrypting data
fields increases the storage required for the data value, so encrypted string fields have a maximum store length of 250 characters. Encrypting can therefore limit
the total number of fields that may be included on a plate. See Data Encryption for details.

Specific Properties for Time Fields

Format: A time format can be one of two choices - hh:mm or hh:mm:ss if seconds are also to be recorded by this field.

Use: Use will typically be set to Standard. If the time is the SigTime field of the eSignature module, then Use is locked to eSignature Time.
Specific Properties for Date Fields

Display and Store: Display and store length is always the same and depends on the date format.
Format: A date format is comprised of:

¢ 'dd' or 'DD' for day

o 'mm’, 'MM', 'mmm’, or 'MMM' for month

o 'y, YY, yyyy', or 'YYYY' for year

« and may include optional spaces and/or delimiters between the parts

A date format is created by arranging these components to match the date format used in the study definition. DFdiscover supports day, month and year
components arranged in any order and separated by any delimiter or no delimiter and thus can support all commonly used date formats.

A 3 character-month component indicates that English date acronyms will be used: Jan, Feb, Mar, Apr, May, Jun, Jul, Aug, Sep, Oct, Nov, Dec.

Date fields can be configured to allow partial dates. If lowercase is used in the date format, the specified component can be filled with zeros to indicate that the
value is unknown, while if uppercase is used the component cannot be unknown and zeros are not allowed. For example: if format is mmm/dd/YYYY then
DEC/00/2008 can be entered for an unknown day in December 2008, and 000/00/2008 can be entered for an unknown day in 2008. It is not reasonable for the day
to be known but the month to be unknown, nor for the day and/or month to be known but the year to be unknown, thus such date formats, and partial dates are not
considered valid. Date fields can also be configured to capture only the month and year (e.g., mmm/YYYY). For partial dates to be treated as legal values or used
in scenarios where a full date is required (e.g., edit check date comparisons, visit scheduling), the Impute property must be defined as Beginning, Middle, or End;
see below.

Delimiters between the components are optional and can include any character, including spaces. The following are all unusual but perfectly legal date formats:
yymmdd, yy-dd-mm, yyyy: mmm.dd, Y=yy M=mm D=dd. However, before getting too creative you should consider what's legal in any other software you plan to
use (like SAS).

Year: This property is used to specify the century for 2-digit years. If the box at the end of this property is checked the value specified in [Study] > [Global Settings] is
used.

Use: A date can have three settings for the Use property: Standard, Visit Date and eSignature Date. In most cases Use is set to Standard, with the exception of
two special ones: Visit Date indicates that this date field is to be used for scheduling, and eSignature Date is for a date field that is used to store the date that a
record was e-signed (this use is generally locked in the SigDate field in the eSignature module).

Impute: When a partial date is entered by filling the day or day and month components with zeros a rule may be specified for imputing a valid date for use in edit
checks, scheduling calculations, and when exporting the data. This property does not change the storage of partial dates, which always contain the zeros entered
by the user. Thus it remains possible to export partial values without imputation even when imputation is specified. The imputation options include the following:

Never no imputation is performed, partial dates are invalid.

Beginning a missing day is imputed as the 1st day of the month, and a missing day and month is imputed as the 1st day of the year.
Middle a missing day is imputed as the 15th of the month, and a missing day and month is imputed as July 1st.

End a missing day is imputed as the last day of the month, and a missing day and month is imputed as the last day of the year.




Store 8 S
Format dd/mm/yy

Year 1940-2039 =
Use Standard

Impute Middle

« This date format is comprised of day, month, then year, with each component separated by a /', e.g. 01/07/66 for July 1, 1966.
o The format uses 2-digit years which are interpreted as being in the range 1940-2039.
» Missing day and month components are allowed and imputed to the middle of the month or year whenever a valid value is required.

Encrypted: Date fields may be encrypted to add an extra layer of security at the data storage level. Select Yes to encrypt the data in this field. Note that encrypting
data fields increases the amount of storage required for the data value, and can therefore limit the number of fields that may be included on a plate. See Data

Encryption for details.

Specific Properties for Visual Analog Scales

The only type specific property for visual analog scales is coding, which is comprised of 3 specifications:

Precision the number of decimal places in the scale value.
Left Value the minimum value, corresponding to a mark at the left end of the scale.
Right Value the maximum value, corresponding to a mark at the right end of the scale.

Positive and negative integer values are allowed, thus a scale can be defined with a range of: -1to 1, -10 to 10, -100 to 0, 0 to 7, etc.

~ Precision 0
v Left Value 0
~ Right Value 100

r A A

¢ This example illustrates the most common scoring method, an integer in the range 0-100.

Edit Coding Table

Basic Editing

Basic editing of a code or label is started by single clicking the corresponding cell. Standard text editing shortcuts and context menu are accessible.
Validation: Entered data is validated, and the following errors are highlighted:
¢ Codes out of the valid range 0-65535 or empty codes. If not corrected, when the cell with such a code loses focus, the code with the label is erased.
« Duplicate codes are permitted during editing but the coding table may not be saved with duplicate codes.

¢ Duplicate labels, in particular empty duplicate labels, are permitted and no empty labels are allowed for numeric field codes.

Coding Table Menu: Additional functionality for coding tables is available from the coding table menu ( El ) located at the upper-left corner of the coding table.
The menu has three actions:

« Edit Coding... display the advanced table editor, described in the following section.
+« Remove Rows Without Labels erase all entries with empty labels.
 Clear remove all table entries.
Advanced Editing
Selecting Edit Coding... displays the Edit Coding dialog. The dialog consists of a table with the data from the coding table and a set of tools for advanced editing.

The basic editing of a cell can be activated by a double-click. For convenience of editing, if a code is deleted and the cell loses focus, the label is not erased. The
single click action is reserved for selection or deselection of a cell or several cells with mouse gestures and optional key.

DFsetup - Edit Ceding ? %
Code Label Move Up Ak+Up
t Move Down AR+Down
No Choice 1 none
Choice1 2 reduced dose Add Row Ctrl++
Choice 2 - discontinued for a trial period I Undo CtrZ .
Choice3 4 discontinued permanently Cut Ctri+X
Copy Crr+C
Choice4 5 discontinued permanently Pt _—
Paste Above
Paste Below
Select Al Ctri+A
Delete Del

- v Add Delete = 2] E o Cancel



« % : Move whole rows of the selected cells up (i.e. only code-label-sub label groups may be moved), enabled when a cell or several cells are selected.

« ¥ : Move whole rows of the selected cells down, enabled with selection.

. : Add empty rows above the selected cells, enabled when a cell or several cells are selected contiguously; the number of rows with selected cells control
the number of empty rows added.

[Delete]: Remove rows from the table, enabled when whole rows are selected.
» [z and -~ are enabled with selection.

: The action depends on the selection made and the clipboard data pasted. The data is expected to be in the table format, i.e. cells are separated by a Tab
symbol, each row ending with a line break. If no selection is made, the clipboard data will be appended to the existing data starting from the code column. If
selection exists, the clipboard data will overwrite the existing data starting from the first selected cell, a cell with the lowest (row,column) index. In a situation
when the clipboard contains a single column of data, and the first selected cell is a code, the data will be pasted as codes (if valid); if first selected is a label
cell, the data will be pasted as labels. If the clipboard data and the destination do not match, the Clipboard Data assistant automatically opens, see the next
sub-section.

o @ and @ are used to reverse (undo/redo) operations.
Selection dependent context menu and shortcuts are also available.
Clipboard Data Assistant

The assistant allows you to choose columns to be pasted when the clipboard data does not match the destination. Drop-down lists and mouse gestures may be
used to select the columns.

DFsetup - Clipboard Data ? X

Clipboard contains more data columns than the paste destination

Select columns to paste as Codes and Labels

Code column |1 ~ Label column |3 ~
1 2 3
0 10
1 20 none
2 30 reduced dose
3 40 discontinued for a trial period

Edit Checks

The Edit Checks dialog is used to enter, verify and publish edit checks for use during data review.

In the edit check dialog, illustrated below, edit check source files are listed in the top section of the left panel. Edit checks specific to the current study appear in
black, while global edit checks, which are available to all studies, appear in blue. Global edit checks can only be defined, modified, cloned and deleted by a
DFdiscover administrator, but they can be viewed by study administrators and regular users who have been granted permission to use the edit checks editor in
DFsetup.

The special source file, DFedits, appears at the top of the list. It must be present - without it, it is not possible to publish edit checks. All other edit check source
files must be referenced in DFedits using # include directives.

Study and global edit check source files are stored in the STUDY_DIR/ecsrc and /opt/dfdiscover/ecsrc directories respectively on the DFdiscover server. When a
source file is selected it is retrieved from the server and displayed in the text edit window where it can be modified and saved back to the server.

For documentation on edit check programming see Programmer Guide, Edit Checks.



https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/progman/html/progman.html#edit-checks

DFsetup - Edit checks - DFdiscover Solutions - o x
Edit Check File ~ | || Edit Checks v Text Size £ Syntax Highlighter ~ Split | No v

DFedits : ) S

LookupTables

g field, number upper) {

Randomization

e_Package_CORE_ReplySpecial

f_AddQC_ReplySpecial

f_EDCdialog_ReplySpecial

g_DateWithin

Edit Check & Function  Edit Check File  ~
AEACNOTHmask DFedits
AESPIDmask DFedits

AESmask DFedits Search [ match case [Jwholeword | Prev| [Next| Line[ 1 |/201

AE_exampletuT DFedits
Aboutme DFedits Ramits | Lnge

ARerTerm DFedits Check Syntax (] Suppress Warnings

Alwaysskipsov DFedits

AttachChk DFedits

AutoFilVishame DFedits

BeforelCF DFedits -

Add Clone Rename Delete Import print Revert Save Fublish Done

The buttons at the bottom of the dialog are used to manage the edit check source files. These buttons include:
« [Add]: create a new empty edit check file.

+ [Clone]: create a copy of the selected edit check file.

+ [Rename}: rename the selected edit check file.

+ [Delete]: delete the selected edit check file.

. : import a copy of an edit check file from another study.

« [Revert]: reload last saved version.

. : commit changes made to an edit check file to the server. As for all configuration dialogs, saves are immediate.

« [Publish|: make edit checks available to DFexplore. Confirm that there are no syntax errors before publishing.
+ [Done}: dismiss the dialog.

When a source file is selected, the code is displayed in the main window where it can be modified, searched and printed. If Syntax highlighter is checked, the
code is colored: green for comments, blue for reserved words in the edit check language, red for quoted strings, and black for everything else.

Below the list of edit check source files in the left panel is a search option and the list of all edit checks and functions defined in the source files shown in the top
part of the left panel. Edit checks are shown in regular font while functions are shown in italics. The edit check name or function name is shown in the first column,
and the source file name is shown in the second column. By default, the list is sorted in alphabetical order by name; click either of the column headings to reorder
the list accordingly.

Click any row in the list to open the source file, highlight the first occurrence of the edit check or function name in the selected source file, and add the name to the
Search field in the left panel and for the current file.

To search across all source files, use the Search field in the middle of the left panel. Enter your search term and press or on the keyboard to show
the results. All source files including that term are listed. Select a source file to open it, highlight the first occurrence of the search term in that file, and add the term
to the Search field for the current file. Use and to navigate through all occurrences in the file. Click [X] in the search field to return to the list of all edit
checks and functions.

To find an edit check or function within a source file that contains many edit checks and functions, select the edit check or function name from the Edit Checks
drop-down. The window is scrolled so that the match is positioned at the top.

A split screen option is available to view edit check source files side by side. From the Split drop-down at the top of the dialog, select [Left-Right] or [Top-Bottom to
open a second panel, where the current source file will open a second time in view-only mode. Click any source file to open it in the editor panel. Selecting an edit
check or function from the bottom section of the left panel opens the source file in the editor panel. There are two options for opening a file in the viewer panel. The
first option is to right click or press +c|ick on a source file to open it in the viewer panel without changing the file in the editor panel. The second option is to
double-click a source file to open it in the viewer panel which also moves the file that was in the viewer panel to the editor panel. In the viewer panel, the name of
the source file appears as a label in the top right corner. In the left panel, £ appears next to the source file open in the editor panel, while = appears next to the
source file open in the viewer panel. The active file will be outlined in blue. To turn off the split screen, select from the Split drop-down at the top of the dialog.




DFsetup - Edit <hecks - DFdiscover Solutions - o x

Edit Check File ~| || Edit Checks |- Textsize (2] [ [ syntex Highlighter  Spiit| Top-Bottom -
LookupTables
Randomization

&_Package_CORE_ReplySpecial

if ( dfmissing(@T) )
if ( dfmissing(stdt) )

if (0T < atdo ) {
v_message = cdesc + " i
£_Rddac ( 3

+ rdesc + ". Please review.":

f_AddQC_Replyspecial

f_EDCdialog_ReplySpecial N f_AddQC Kol
f_Getvalue number £ AdAQC(string qc_var, string qc_code, String Qc_query, string qc_usage, STring qo_refax, string

ac_note)
number bypassEDC = 0;

1 or
if (qc_usag
if (qc_usage =
if (qc_refax

Edit Check & Function Edit Check File  *

ECGTriNormai2 DFedits A d de de
. i 2" || qc_code == "3" || qc_code == "4" || gc_code == "S" ||

EDCPoper DFedits T T i v
T TTI | |scorch OFedts | [Endseforest ) match cose [Jwholeword | Prev| [Next| Line| 1697 |/ 2074

GatRandResutvalue  Randomizaton |~ T

e DFedits s flliogs

HideConstant DFedits Check Syntax [ Suppress Warnings

Hidelf DFedits

HideIDFcollect DFedits

HideINeither DFedits

HidelMot DFedits .
4 Show Global

Add Clone Rename Delete Import Print Revert Save Publish Done

To find all of the data fields that use the current edit check, switch to the Usage view and then click . Each of the data fields that uses the edit check is
displayed in the scrolling list. Double-clicking any of the rows highlights the referenced plate and data field in the main application window.

Any edit check source file can be checked for syntax errors by selecting it and clicking [Check Syntax|. Errors and warnings are presented in the Results view.
When checking a source file other than DFedits, references to edit checks or functions that are in other source files will be flagged with warnings. Check Suppress
warnings to prevent this behavior, which may make it easier to locate errors.

Users with 'DFexplore-Developer' permission are able to reload published edit checks while working in DFexplore. This is particularly useful when testing edit
checks. Users without 'DFexplore-Developer' permission get the most recently published version of the edit checks when they login to DFexplore.

Clicking displays a dialog of other studies from which edit checks might be imported.

" Import Edit Checks ? X

Impert edit checks from the selected Study into current Study (252)
Studies - (Select study from which to import)

Number Name
17 DFUG Hands On Study
20 DFdiscover Solutions
152 Demo A Production
=25 DFdiscover Sandbox
804 DFdiscover 2024 Demo

Cancel

When a source study is selected the edit check source files for that study are listed in a separate dialog. Any of these files can then be selected, reviewed and
copied to the current study. Check Replace Existing to overwrite any edit checks with matching names in the current study.



~ Impert Edit Checks ? X

Import selected edit checks from Study (101) into current Study (252)

Name edit g_WHO_Exact (number fn, number low, number high) { ~
di number lowlock = low;
L DFedits number counter = 1;
[] g_CoderAccess2 number skip = 1:
[ g_CoderOnly2
! oW manua = coding for Me coders only
g_HTML # R11 1 MedDRAR di b MedDRAE s 1
[ g_MVAT_Upversion2 #if (g_Coderfccess() == 0) return;
D g MedDRA Clear2 #if (dfmode() !'= "validate" && dfmode() != "edit"™) return:

[] g_MedDRA_Code2
[] g_MedDRA_Exact2
[ g_MedDRA_Set2

# allow user to tab backward through this field
if (dfdirection() < 0) return;

[J g_Package_Coding2 # no need for reasons on the coding fields
[1 g WHO_Clear2 dfautoreason(0);
[ g_WHO_Code2
[] gJNHD_B@cQ #If werbatim is blank, erase all WHO fields and skip all WHO fields
[ g_WHO_Set2 if (dfmissing(@[fn])) {
while (low <= high) {
@[JDW] ="

low = low + 1;

dfmoveto (@ [high+1]);
return;

#If WHO fields are already coded, skip all WHO fields
while (low <= high) {

if (dfblank(@[low])) skip = O;

low = low + 1;

[ Replace Existing Import Cancel

Lookup Tables

Study lookup tables can be created and modified using the dialog illustrated below. All lookup tables registered in the study and DFdiscover lut directories are
listed in the left panel. By default, when a lookup table is selected it is retrieved from the DFdiscover server and displayed in the text edit window on the right. If
auto-loading lookup tables is enabled in Preferences, all lookup tables are retrieved from the DFdiscover server when the dialog is opened.

Only study level lookup tables can be modified and saved in this dialog. Global lookup tables stored at the DFdiscover level are displayed in blue. These files must
be managed by a DFdiscover administrator.

* | DFsetup - Lookup Tables - DFdiscover 2024 Demo - O x

Lm*upTaHeFHes Musculoskeletal and connective tissue disorders|10011287(20.1 A
Cramp in lower abdomen|hibdominal pain lower|Gastrointestinal and akdominal pains (excl

DDE. lut oral and throat) |Gastrointestinal signs and symptoms|Gastrointestinal disorders|

DDE_B2_Jun_1_2016.lut 10011289]20.1

LUTZ.lut Cramp legs|Muscle spasms|Muscle related signs and symptoms NEC|Muscle disorders|
Musculoskeletal and connective tissue disorders|10011290(20.1

SDV25perc Cramp muscle|Muscle spasms|Muscle related signs and symptoms NEC|Muscle disorders|

small.lut Musculoskeletal and connective tissue disorders|100112%1|20.1
Cramp of limk|Muscle spasms|Muscle related signs and symptoms NEC|Muscle disorders|
Musculoskeletal and connectiwve tissue disorders|100112%2(20.1
Cramps |Muscle spasms|Muscle related signs and symptoms NEC|Muscle disorders|
Musculoskeletal and connective tissue disorders|10011293(20.1
Cramps calf|Muscle spasms|Muscle related signs and symptoms NEC|Muscle disorders|
Musculoskeletal and connective tissue disorders|100112%4(|20.1
Cramps in legs|Muscle spasms|Muscle related signs and symptoms NEC|Muscle disorders|
Musculoskeletal and connective tissue disorders|10011255(20.1
Cramps in the calves|Muscle spasms|Muscle related signs and symptoms NEC|Muscle
disorders|Musculoskeletal and connective tissue disorders|10011296|20.1
Cramps leg|Muscle spasms|Muscle related signs and symptoms NEC|Muscle disorders|
Musculoskeletal and connective tissue disorders|10011257(20.1
Cramps legs|Muscle spasms|Muscle related signs and symptoms NEC|Muscle disorders|
Musculoskeletal and connective tissue disorders|10011298(20.1
Cramps menstrual |Dysmenorrhoea|Menstruation and uterine kleeding NEC|Menstrual cycle and v
rmvime Tlandime A5 anwdnen i Bomendeaedsen mrraeem amA Rwmame A4 mmwdeenal1AATIAAG A 1

Show Global (read-only) Search |cramps| | O match case [Clwhole word  |[Prev| Next| Line: [ 9065 | of 68761

Add Clone Rename Delete Import Revert Save Done

« [Add]: create a new empty lookup table

: create a copy of the selected lookup table

: rename the selected lookup table

: delete the selected lookup table

. : copy a lookup table from another study
« [Revert]: reload last saved version

+ [Save]: save changes to the selected lookup table

: put the dialog away

All of the actions performed by the buttons have permanent effects on the contents of the study lookup table directory on the DFdiscover server. If you delete a
lookup table by mistake you will have to recover it from your most recent server backup.

Lookup tables are used by edit checks which can retrieve an entry matching a specified search string or display the entire lookup table to allow users to make a



selection during data entry.
Lookup tables are stored in the study lookup table directory (study/lut) as plain text files structured in one of 3 ways:
1. 2 Field Lookup Tables

Each row in these lookup tables has 2 fields separated by a '|' character. The first field is what the edit check searches for and the second field is what it
returns. In the example illustrated below, if the edit check function dflookup was asked to search for 'CHF' it would find and return the string 'congestive heart
disease'.

CAD|coronary artery disease
CHF|congestive heart failure

2. Single Field Lookup Tables

In lookup tables that do not contain the '|' field delimiter the text entry in each row serves as both the search and return value. Examples include lookup tables
that contain the names of investigators, medications or procedures that are valid values for a particular data field.

3. Multi-Field Lookup Tables
A flexible, multi-field lookup table structure can be utilized in DFdiscover.

#N:LL Term|Pref Term|SOC Term|LL Code

#L:Low Level Term|Preferred Term|System Organ Class|Low Level Code
#F:1]1-4

Abdomen enlarged|Abdominal distension|Gastrointestinal disorders|10000045
Abdomen mimicking acute|Acute abdomen|Gastrointestinal disorders|10000047
Abdominal cramp|Abdominal pain|Gastrointestinal disorders|10000056

These lookup tables contain 3 header rows that define the structure of the table.

o The first row begins with '#N:' followed by a short column name for each field. This appears above the scrolling list of entries in the lookup dialog
displayed by an edit check.

o The second row begins with '#L:" followed by a longer descriptive label for each field. This appears in the top section of the lookup dialog where the field
values for the current row are displayed, and where the user can indicate which fields to search.

o The third row begins with "#F:" followed by 2 fields: the 1st lists the fields to be searched by dflookup for a match and the 2nd lists the fields to be
returned when a match is found or selected by the user. If multiple return fields are specified they are returned to the edit check as a '|' delimited string,
which can be parsed using dfgetfield.

The return value can also be parsed in older lookup tables. In the example shown below, if dflookup is given the search string 'CHF" it will return ‘congestive heart
disease, heart', which could then be split into 2 separate strings: 'congestive heart disease' and 'heart' using dfgetfield.

CAD|coronary artery disease, heart
CHF|congestive heart failure, heart
KF|kidney failure, kidney

In addition to lookup tables used by edit checks, lookup tables can also be created for standardized queries and reasons, which can be selected when creating a
new query or reason in DFexplore. These must be 2 field lookup tables consisting of a short acronym followed by the query or reason:

DATE|This is not a valid date. Please correct or clarify.
ELIG|This subject does not appear to be eligible. Please correct or clarify.
REQ|This value is required and cannot be left blank.

Lookup tables are assigned an arbitrary descriptive file name when they are created and a second typically shorter name by which they are called in edit check

function dflookup. This pairing of names is done in a separate configuration file, the Lookup Tables Map. A lookup table that is not registered in this map will not be
available to edit checks.

General Dialog Controls

The study configuration dialogs described in the following sections have the same controls:

« View: select a study configuration dialog

« Copy: copies the selected row ()

« Paste: insert previously copied row above the current row (&)
. : open a new blank row below the current row

+ [Delete]: delete current row

o Import): replace all rows with sites from another study

+ Import FileJ: add or replace rows with site info from a file
o Search: case insensitive string match on all fields

+ [Revert]: reload last saved version

o [Verify): check last saved version



¢ (Save| save to DFdiscover server

« [Done]: quit the dialog
Sites

The Sites dialog is used to enter contact information and subject IDs for each clinical site participating in the study. Associating subject IDs with sites is a critical
component of this dialog.

" DFsetup - Sites - Demo A Development - O x
View | Sites ~
ID Test Only Name Subjects Start Date End Date Enroll Target Contact Site Definition
0 Error Monitor ERROR MONITOR Error Monitor D [ Test Only
Downtown Rehab | 250001-250999, 260001-260999 2017/10/01 - Elisabeth Beech [ [povwntown Rehab |
Subjects |250001'250999, 260001-260999 |
350 No Clinic 3 350001-350999 2017/11/01 23 Clinic 3
Start Date  [2017/10/01 =
450 No City Center Hospital 450001-450999, 460001-460100, 461001-4... 2017/11/15 100 Dr City Center v B |:|E
nd Date
999 Yes DFnet 999001-999599 Test Enroll Target[100 |
Contact |E\isabeth Beech |
Address |IDD King St, Toronna, ON |
Country CAN - Canada ~
Fax |mailto:dtownjehab@email.com |
Telephone  [1-888-716-1514 |
Investigator |Dr. K. Nightly |
Reply To | |
Protocol
Effective Date Version
1[2017/10/01 = |=
2 = =
€ >
B Add Delete Import Import File Export Search: | | Revert Verify Save Done

Click to commit all changes to the DFdiscover server. Saves can be performed site by site or delayed until all changes have been completed. However,
save is not possible if any of the required fields are left blank for any site.

The verification report checks the current version of the sites database stored on the DFdiscover server; ensure that the most recent changes are saved before

clicking [Verify].
At least 1 site must be specified for each study. If no sites are specified the data collection tool will automatically assign all subjects to site number 0.

The specifications for each site can be changed at any time during the study, including while data entry is occurring in the data collection tool. If a subject ID is
moved from one site to another while someone is doing data entry in the old site, the subject will continue to be available to that user until the study is closed. Thus
it is possible that the subject may appear under both the old and new sites for a short period of time. However, record locking will continue to ensure that only one
user at a time can enter or modify the subject's data.

When a subject ID is moved from one site to another, any outstanding queries will be included in the next Query Report sent to the new site, and all queries
(regardless of status and which site created them) will continue to be visible when the subject is viewed. However, the site field in query records is only updated if
the query is included in a Query Report for the new site, or is modified and saved in the data collection tool.

Site Specifications

The components of each site specification include:



ID [required]

numeric value in the range 0-21460 inclusive, which uniquely identifies each clinical site participating in the study.

Test Only

if checked, data for this site is omitted from data exports when the -X option is used. This applies to DFexport.rpc,
DFexport, DFsas and DFsqlload.

Name [required]

name of the site, clinic, hospital or institution.

Subjects [required]

comma delimited list of all subject IDs and ranges belonging to the site. Each subject can belong to one and only one site.

Start Date

the date, in yyyy/mm/dd format, for when the site is expected to start, or has started, enrolling subjects.

End Date

the date, in yyyy/mm/dd format, for when the site is expected to stop, or has stopped, enrolling subjects.

Enroll Target

number of subjects that the site is expected to enroll.

Contact [required]

the name of the primary contact to whom Query Reports will be addressed.

Address

postal/street address.

Country

3-character code from the ISO 3166-1 list of approved country codes. The categorical setting can be used for grouping in
reports.

Fax

space-delimited list of email addresses and/or fax numbers, used by DF_QCfax to deliver DFdiscover Query Reports. The
field may be left blank for sites that are not meant to receive Query Reports. Each email address must start with the prefix
mailto: followed by the complete email address, e.g. mailto:jack@somewhere.com. If fax numbers are specified, each fax
number must contain all of the digits required to dial the destination fax machine (i.e. long distance code, country code,
area code - as needed) and may be formatted to aid readability e.g. (789)-123-4567. Fax numbers and email addresses
cannot contain spaces. Use a space to separate each email address and/or fax number.

Telephone

telephone number of the contact person.

Investigator

the name of the principal investigator at the site.

email address of the person at the study central office who will receive any replies to Query Reports that were sent to the
site by email. This value appears in the From: address of emails that deliver Query Reports to the email addresses
specified in the Fax list. This provides a real email address that the site can respond to and is also the address that will

Reply To receive email transmission failure notifications. If a Query Report is sent via email and this field is blank, reply emails from
the site, or email transmission failures, will be delivered to the DFdiscover problem mail recipient defined by the
DFdiscover administrator in DFadmin.
up to 5 protocol version and effective date pairs. The Effective Date is the first date on which the Version is in place at the
Protocol site. Multiple Effective Date are expected to be in chronological order. The values are accessible via edit check functions

and are implicitly used in the dfprotocol function.

Error Monitor

A special entry must be included in the sites database for an error monitor who is typically someone at the study coordinating site. This special site is identified by
the string ERROR MONITOR in the Subjects field. Any data records with subject IDs that do not belong to one of the clinical sites are automatically assigned to the
error monitor site. This might occur for example if the sites database is modified after subjects have been entered. Only one error monitor site can be defined for
each study. By default site number zero is used for this special site, but this can be changed to any valid site number.

Import File

Site information can be imported into the sites dialog from a text file by using Import File| The file may be in DFdiscover, CSV or another delimited format, and
may contain only some or all of the required fields, in any order. When this option is selected the following dialog appears.

DFsetup - Import File...
Import Method
O Add - add new sites only

O Replace - replace existing sites only

Delimiter

O default (|}

® comma (CSV)

O specify l:l

Source File

® Merge - add new sites and replace existing sites

T x

|Y:,-‘Desktupfsites_update.csv

First row contains field names

[ Retain existing field values if input field is blank or unmapped

Cancel

When using Replace or Merge, if the input file lacks some of the required fields, or you wish to ignore some of the input fields and keep existing values, select
'Retain existing field values'. When is selected a dialog will appear that can be used to identify how fields in the input file map to fields in the sites dialog.
When the mapping has been completed select to load the records into the sites dialog. Any new records and modifications to existing fields will be shown in
bold. Select to write the changes to the DFdiscover server, or to undo the changes and reload the existing site records into the sites dialog.




Subject Alias Map

This optional dialog is used for the specification of the subject alias map, the mapping of unique numeric subject identifier to unique subject alias.

If subject aliases are used for a study, all subject IDs should be included in the subject alias map, even if the alias is the same as the subject ID. If no alias has
been defined for a subject ID but the subject alias setting is enabled, search options and report filters will not find the subject in the data collection tool.

Each alias must be unique, can be up to 30 UNICODE characters in length, and must start with a digit or letter (and not a punctuation character). The following
symbols are not allowed in a subject alias:

\[ &V A\<NS\[\] 2% /\W\"V #,50

In order, these symbols are: space, vertical pipe, ampersand, asterisk, less than, greater than, open brace, close brace, question mark, percent, forward slash,
backward slash, double quote, back quote, number sign (octothorpe), comma, and semicolon.

DFsetup - Subject Alias Map - Demo A Development - READ OMNLY - O X
View Subject Alias Map ~
Subject Alias &
150036 T1-B-36
150037 T1-B-37
150038 T1-B-38
150039 T1-B-39
150040 T1-B-40
150041 T1-B-41
150042 T1-B-42
150043 T1-B-43
150044 T1-B-44
150045 T1-B-45
200006 T2-A6
200007 T2-A7
200008 T2-A-8
200009 T2-A-9
200010 T2-A-10
200011 T2-A-11 N
Import BExport  Search: l:l Revert Save Done

To define a new mapping, enter two values in a blank row of the table, specifying a unique numeric identifier for the Subject and a valid, unique subject alias for
the Alias. Existing mappings can be re-defined by clicking on any cell and entering a new value, either id or alias.

Each mapping row must define both a subject id and an alias. If only one is defined, the mapping cannot be saved. Any blank rows in the mapping are
automatically discarded during save.

It is also possible to import an externally-defined csv file (comma-delimited) or a plain text file (|-delimited) to define the mapping. Each import clears the existing
mapping and defines a new mapping. It is not possible to incremently add to an existing mapping by importing additional files - each import replaces all of the
existing mapping.

Translations

Translations support multi-language CRFs for eCRFs and in applications where CRF backgrounds are not supported (DFcollect and DFengage). This dialog is
used to define languages and provide translations for text defined in the database, so that client applications can present the CRF text in a language other than the
default. This feature is currently supported in DFexplore, DFcollect, and DFengage. Multi-language eCRFs will be supported in DFweb in a future release.

Translations are presented in client tools that support this feature based on the user's defined preference. In DFengage, the user selects from the available
languages after logging in. In DFexplore and DFcollect, the language can be set by edit check using the dfpref() function or the user may select a language in the
app Preferences. Translations are also used by edit check functions dfvarinfo(), dfmoduleinfo(), dfplateinfo() and dfstudyinfo() to return language-specific labels.



View Translations b

English
Hot hot at all

On a scale of 1 to 10, with 1 being t...

Flease take your pulse, then record...

Flease take your temperature using..

DFsetup - Translations - DFengage eDiary

Uses

PLATE:21

English | Please take your pulse, then record the measurement here:

French

Pas du tout chaud

Sur une échelle de 1 3 10, 1 étant ...

Veuillez prendre votre pouls, puis e...

Veuillez prendre votre température ...

Chinese
— ST

1552 1 9] 10 893955 454, L 0.

Other PLATE:10-12,2... Autre Itfa

Other symptoms? PLATE:10,12 D'autres symptémes ? HEER?

Overall, how severe were your infe... Dans I'ensemble, quelle était la gra... 20FME, B9 FROVERERNET.,
Overall, how severe were your sym.. Dans I'ensemble, quelle était la gra... SCFTIE, BO9E W5 CH

Pain PLATE:10-12 Douleur =

Pain Questionnaire PAGE Questionnaire sur la douleur o o

Fain level of other symptoms PLATE:10,12 Niveau de douleur des autres sympt... FC{BEE KBVEIRIEN

Participant ID PLATE:10-12,2... ID de participant BESKID

R RIS, PSR AE ...
E AR AR MR, ...

> <]

Add Delete Rescan Prune Languages

Impart Export Search: Revart Save Done

To define languages for the study, double-click any column header or click . Language names must be unique, cannot start with a number, cannot
contain special characters, and may be a maximum of 15 characters in length. To add a language click . This adds a new column to the table to be completed
with translations for that language. Click any language to rename it. Click E] to delete the highlighted language. This will also delete all translations for that language
(the entire column), so be certain of this step before confirming.

In each row the first column contains text defined in the default language in the following properties: prompt, description, instruction, code label, units, help, screen
text, eCRF table titles/headers/text, visit label, plate label, page label. The phrases in the first column are unique and always sorted in alphabetical order. To find a
specific word or phrase, use the Search field at the bottom of the dialog.

The second column is reserved for Uses, where translations for the text in the first column can be restricted to specific plate(s), to the visit label, and/or to the page
label. The following keywords are accepted in the Uses column to define these restrictions:

VISIT Translation applies to visit map label or acronym
PAGE Translation applies to plate label or page map label
PLATE:#,#-# Translation applies to text on the specified plate, where # represents a plate number, e.g., PLATE:2,20-22

Where the Uses cell is left blank, the translation will apply to all instances of the text in the first column.

Each column header after Uses identifies the languages defined in [Languages]. Translations for the text shown in the first column are defined in the corresponding
column for each language. Pipe (]) symbols cannot be entered in any translation, but basic HTML can be included as needed. If a translation is not defined for a
specific language, the default text (from the first column in the dialog) is displayed.

Click to insert a new row after the current selected row, or create a new row by typing in the blank row after the last row. Any blank rows are automatically
discarded during save. Click to remove the selected row.

Click to fetch any new text available in the database from applicable properties: prompt, description, instruction, code label, units, help, screen text, eCRF
table titles/headers/text, visit label, plate label, page label. The scan appends any new phrases. When this dialog is opened and no languages or translations exist,
is triggered and populates the phrases in the first column (the default language). The phrases are always presented in alphabetical sort order after a scan.

Click |Prune| to remove any rows containing unused phrases. This action also deletes any blank rows.

Click to export the translations table to an external file to define translations outside of DFsetup. Translations can be exported in dat, txt (|-delimited) or csv
(comma-delimited) format.

Click to import an externally-defined csv, txt, or dat file to the translations table. Each import clears all existing translations and creates a new table with the

imported data. It is not possible to merge a new import file with existing translations in the table. The first row of the imported file is interpreted as the language
names and is displayed as the column header in the translations table.

ePRO Notifications

NOTE: For new studies using DFengage, or when upgrading to DFdiscover Version 5.11.0 or later with ongoing DFengage mobile data collection, the ePRO
configurations must be manually saved in DFsetup to ensure reminders are delivered to study participants. Studies requiring French and Spanish
notifications must add the necessary translations in order for participants to continue receiving push notifications in their language.

Go to |View| > [ePRO Notifications|, add a space and delete it from the Label field or make other changes to activate the button, then click to
initiate notifications for the study.

Until the ePRO Notifications configuration is saved in DFsetup, existing DFengage mobile users may stop receiving new and overdue activity reminders via
push notification, and new DFengage mobile users will not receive the expected push notifications.

The ePRO Notifications view is used to configure reminders to be delivered to participants using DFengage ePRO. All notifications are scheduled and sent
according to the participant’s visit schedule, based on the date and time of the referenced visit as defined in the Visit Map.



Currently, the reminders configured in this view are delivered through push notifications in DFengage Mobile only. Participant notifications may also be delivered
by email; see DFengage Setup & Admin Guide, Activity Reminders by Email for details.

Two default, generic notifications, which apply to all visits, are pre-populated in the dialog, replacing the generic push notifications in prior versions of DFengage
mobile. These notifications need to be manually saved in new or existing studies upgraded from DFdiscover 5.10 or earlier in order to become available for
DFengage mobile. Click to check whether the ePRO natifications configuration has been saved. These notifications may also be modified or made inactive
as needed, based on study requirements.

‘ DFsetup - ePRO Motifications - DFdiscover Sandbox - ] X ‘
View ePRO Notifications >
1] Label Visit Timing Translations Status D Label

1 Generic New Activity Reminder

1lang Active 2 Generic Overdue Activity Reminder Active

All -
T

| Generic Overdue Activity Reminder
’ Notification Type
Overdue - Sent only if linked activity incomplete ~
Visit Reference
All Visits ~

Notification Timing

O Set Time o Offset from Visit
Days Hours Minutes Direction
0 ~ |0 = |e Tl After v
Notification Cantent default Clear

Title

Generic Overdue Activity Reminder

Message

Oops, you missed your last activity. Let's get back on track
now.

Add Delete Duplicate History Revert Save Done

Each notification definition includes the following options:
« ID: Auto-assigned in sequential order starting with 1.
« Label: Short description of the notification.
« Active: Status of the notification (active/inactive). When inactive, the notification is ignored by DFengage.
« Notification Type: Define the type of notification.

o Due: notification sent based on the schedule date of the referenced visit.
o Overdue: sent based on the overdue window for the referenced visit when an activity is not yet completed.

« Visit Reference: Select a specific visit for this reminder or select ‘All Visits’ to apply this reminder to all visits. The schedule date for the referenced visit
defines the date for due notifications, while the overdue date for the referenced visit defines the date for overdue notifications.

« Notification Timing: Define when the notification is sent.

o Set Time: Define a specific clock time (24-hour clock)
o Offset from Visit: Define the number of days, hours, and minutes before or after the referenced visit due or overdue time

« Notification Content: Define the title and message that appears in the push notification on the user’s device.

o The title may contain up to 65 characters while the message may contain up to 240 characters. Note that some devices may truncate longer titles in the
device’s notification center.

o The title and message may include the placeholders {{STUDY_NAME}} and {{PARTICIPANT_NAME}} which substitutes the appropriate value in the
notification.

o If the study has multiple languages defined in the Translations configuration, all languages are included in the dropdown. Languages with content defined
are shown with a filled green dot; languages without content defined are shown with a empty white dot.

The table shows the following columns: ID, Label, Visit, Timing, Translations (showing the number of languages with content defined), and Status.
The following actions are available in the ePRO Notifications dialog:

« Click to add a new notification definition.

o Click to remove the selected notification definition.

« Click to duplicate the selected notification definition. A new ID number is assigned but all other definitions are copied from the original and may be
updated as needed.

+ Click to view the history of changes to ePRO notifications. Note that for new studies or existing studies upgraded from DFdiscover 5.10 or earlier, the
two default generic notifications displayed in the dialog are not saved to the server or registered in the config history until a change is made and saved in this
dialog.

o Click to view the history of changes made to the ePRO notifications in this study.


https://www.dfnetresearch.com/wp-content/uploads/dfengage/2.5doc/dfengageadmman/html/dfengageadmman.html#activity-reminders-by-email

Missing Value Codes

This dialog is used to enter missing value codes and labels. Missing value codes can be assigned to any optional or required data field, and can be thought of as
pre-approved reasons for missing data. Missing value codes cannot be assigned to essential fields.

DFdiscover imposes no restrictions on the choice of missing value codes but all data fields use the same missing codes thus be careful not to define something as
a missing code if it might be a valid entry for some data fields. Also consider restrictions imposed by other software you plan to use (like SAS®).

DFsetup - Missing Value Codes - Demo A Development - m} X
View Missing Value Codes ~
Code Label

= Missing Value

U Unknown

N Not Done

A Not Available

R Not Relevant

w | a3 (0 Add Delete Import Search: I:l Revert Save Done

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

Query Category Map

This dialog is used to design custom query categories for a study. These are in addition to the predefined categories: Missing, lllegal, Inconsistent, lllegible, Fax
Noise, Other, Missing Page, Overdue Visit, and EC Missing Page. DFdiscover predefined query categories cannot be deleted.

DFsetup - Query Category Map - Demo A Development - m] *

View | Query Category Map v

Code Label Auto-Resolve Sort Query Category

40 SDV Query Label Monitor Query |

1 Missing Yes 0 Auto-Resolve Yes ~
Sort Order |—2 = |

2 Tlegal Yes 0

3 Inconsistent Yes 0

4 Tlegible Yes 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

60 Lab Query

Add Delete Import Search: l:l Revert Save Done

Query categories are entered as follows:
1. Open a New Row: Either select the last row of the table (always empty) or another row and click to open a new empty row below it.

2. Code: A code value ranging from 30 to 99 (inclusive) must be entered in the 1st column of the table or in the Code section of the Query Category Map panel
on the right. Codes do not need to be entered in sequential order. The same code value may not be used twice.

3. Label: A Label must be entered in the 2nd column of the table or in the Label section on the right. This label will be used as the identifier for the category in
the option list available when adding a query in the data collection tool. This label must have 20 characters or less and the same label may not be used twice.

4. Auto-Resolve: The auto-resolve property controls whether or not adding a reason to an external query of this type also changes the query status to 'pending'.
Types may be set to be resolved automatically by selecting 'Yes' in the Auto-Resolve option list on the Query Category Map panel.

5. Sort: The Sort option is used to control the order in which the categories will appear in the option list available when adding a query in the data collection tool.
Categories may be assigned any integer value between -2147483648 and 2147483647. They will be displayed in ascending by sort value, then by code value



(types with higher positive values will be placed at the bottom of the option list, while categories with high negative values will be placed at the top of the list. 0
is the default sort value, as well as the value assigned to the predefined types. Sort values may only be entered in the Sort section of the Query Category Map
panel.

A user-defined query category may be deleted; however, any query with the deleted category will be re-labeled with a default label of "Query category ##", where
"##" is the code value of the deleted category. It is important to consider the impact caused by the loss of the category label when deleting user-defined query
categories.

Sort Map
The Sort Map dialog is used to specify the order in which data queries are to appear within each subject in Query Reports.
DFsetup - Sort Map - Acme Pharma Development - m} X
View  Sort Map ~
Plate Visit Order

10 40 1

101 = 2

9 * 3

3 1 4

= 2 5

- - 6

v || Add Delete Import Search: l:l Revert Save Done

In this example queries are printed:
« 1st for plate 10, visit 40
« then all queries on plate 101
« then all queries on plate 9
« then plate 3, visit 1
« then all other visit 2 plates
« then all other queries

When an asterisk ™' is used to signify all plates or visits, queries are printed in ascending numerical order for plates or visits within that sort map entry. Thus in the
example queries on plates 101 and 9 will be printed in ascending order by visit number, with all plate 101 queries printed first.

The last entry is not required. It represents the default order that prints queries sorted in ascending numerical order by plate within visit.

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.
Lookup Tables Map

The dialog illustrated below, is used to enter a lookup table name by which each lookup file will be known to DFdiscover.
There are four (4) reserved lookup table names:

¢ QC for standard queries,

* QCNOTE for standard query note text,

¢« QCREPLY for standard query reply text, and

» REASON for standard reasons.

These names tell DFdiscover where to find these lookup tables when a user clicks the lookup buttons in the query and reason dialogs. All other names are for use
in edit checks and can be created using any string of letters and numbers.



- DFsetup - Lockup Tables Map - DFdiscover 2024 Demo - m} X

View Lookup Tables Map ~

Table Name File name

[ SDv25perc SDV25perc

DDE_B2_Jun_1_2016.lut

MedDRA20.Iut

v | || (] | Add Delete Import Search:l:l Revert Save Done

« A table name (left column) must be specified for each lookup table file (in the right column).

¢ The 'lut' file name extension shown in this example is not required.

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.
Visit Map

The Visit Map dialog is used to enter specifications describing the set of study CRFs and subject scheduling requirements. It must include all subject visits and
repeated forms, and each visit must include a list of all CRF plates that are required or optional.

The visit map specifications are used to generate a blank CRF binder for each new subject and is thus required before data entry can begin. The order of visits in
each subject binder corresponds to the order in which they are entered in the visit map. The order of pages within each visit corresponds to the Display Order
specified for the plates of the visit. If no Display Order is specified, plates will be displayed in the default order of all required plates for the visit followed by all
optional plates for the visit.

The study visit map is also used by report DF_QCupdate to calculate the follow-up schedule for each subject, and to generate data queries for missing pages and
overdue visits. A visit map can be simple, comprised of a few easily defined visits as illustrated below, or complex with multiple cycles and conditions that
determine what is required and when. Detailed documentation of DFdiscover visit map features can be found in the appendix at Subject Visit Scheduling. It should
be studied carefully and a visit map plan should be created before finalizing the study CRFs.

This section describes how to use DFsetup to enter and check your visit map specifications, it does not attempt to explain the different visit types or scheduling
options, nor the rules that determine how they are used - for this see Subject Visit Scheduling.

DF: - [m]
View Visit Map ~
Type Number Acronym Label Due Overdue Visit or Cycle Definition
0 S S ing Visit: L=
creen creening Visits Ovist O cyde
1 Day 1 Baseline S: Scheduled ~
() Combine visit range into one falder in subject binder
S 21 1 Mo. 1 Month Follow-up 30 3
Visit Date Field
22 2 Mo, 2 Month Follow-up Flate 5, field 9=Visit Date w
23 3 Mo. 3 Month Follow-up Visit Scheduling
Visitis due 30 & days after baseline
24 4 Mo, 4 Month Follow-up X .
Visit is overdue when 3 - days late
30 End Study Termination Plates
40 Death Death Report Required 3
Optional
- ; ; Iy
201~299 Diary Diary Week %(5.2} Display Order
51 Medication Log Page 1 Missed Visit
52~59 Medication Log Page %{5.1}
1011~1999 Adverse Event %{5.1}
v ||| E Add Delete Import Search: Revert Verify Save Done

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

Visits are entered as follows:

1. Open a New Row: Either select the last row of the table (always empty) or another row and click to open a new empty row below it. The order in which
visits appear in the table must correspond to the order in which they are performed during the study. The location can be adjusted after the visit is defined by
using the up and down arrows.

2. Visit or Cycle: Select the Visit button at the top of the Visit or Cycle Definition panel.



3. Visit Type: Select the appropriate visit type: screening, baseline, scheduled, optional, etc. from the option list below the Visit button. Each visit type has
special meaning and behavior described under Visit Type. The one letter acronym for the selected visit will appear in the 1st column of the visit map table.

4. Visit Number: Enter the visit number in the 2nd column of the table. Some visits use a series of numbers to distinguish different reports, as illustrated for the
medication change logs, adverse event logs and subject diaries in the example shown above. A visit number series can be entered using a dash (-) or a tilde
(~). If a dash is used the data collection tool adds a new blank page with the next visit number as soon as the last page is entered. If a tilde is used the visit
number series does not appear in the date collection tool record navigation list. To enter these assessments the user must select > and
select the desired visits from a dialog. This method is useful for visits or repeating forms that occur rarely or that you do not want to display in the navigation
list. It can even be used for single assessments, like the death report shown in the example.

It is legal to enter a comma-separated list of visit numbers and ranges. However, it is not possible to mix dash (-) and tilde (~) ranges in the same list. If a
dash range appears anywhere in the list, any tildes will also be interpreted as though they were dashes.

5. Visit Acronym: A short acronym can be entered in the 3rd column of the table for those visits that will appear in the subject status list of the standard
DFdiscover Query Report. This value is used to identify the first, last and next scheduled visits.

6. Visit Label: A visit label must be entered in the 4th column of the table. It is used in the subject binder in DFexplore and DFweb and in overdue visit queries
and thus needs to clearly identify each visit.

7. Combine visit range into one folder in subject binder: Repeating forms such as Adverse Event, Concomitant Medication, etc. display, by default, as
individual visits in the subject binder. In the below example, the Adverse Event visit number range is defined as 401-499 with plate 400 required.

v 401 1 Adverse Event 01

400: AE: Headache
~ 402 : Adverse Event 02

400: AE: Pulmonary Edema
v 403 1 Adverse Event 03

400: AE: Stomach Ache

Selecting the Combine visit range option will display these visits and their plates in the subject binder in a single folder for all records in the visit number
range. This may make navigating the repeating forms easier:

~ 401+ Adverse Event
401: 400: AE: Headache
402: 400: AE: Pulmonary Edema
403: 400: AE: Stomach Ache

The Combine visit range option is only available for visits defined with a consecutive number range, e.g., 1001-1099. Ranges such as 1001-1025,1030-1099
cannot be combined. Ranges defined with a dash (-) or a tilde (~) are both supported.

NOTE: If desired, you may customize the Page Label using substitutions such as the sequence number or term on the CRF. Please refer to the Page Map
section for more details on plate label substitutions. In the above example, the Page Map Label would be ‘AE %{S.2} - %9’ where field 9 is the Adverse Event
term.

8. Visit Date Field: If the visit is scheduled or has a date that signals termination of subject follow-up a visit date field must be specified. Select the appropriate
visit date from the list of database fields that have been defined with the use property set to Visit Date.

9. Visit Scheduling: If a visit is scheduled a scheduling method must be specified. Most visits are scheduled a specified number of days following the cycle
baseline visit, but there are two exceptions.

Screening visits can be unscheduled or scheduled a specified number of days following the first screening visit - which itself cannot be scheduled.

The last cycle termination visit is sometimes defined as occurring within a specified date window using a type W visit, for which the scheduling options are
illustrated in the following examples (which all assume that the study VisitDate format is yyyy/mm/dd).

o on a specific date: e.g. on 2008/12/01 This schedules the final follow-up visit on Dec 1, 2008 for all subjects.

o

before a specific date: e.g. before 2008/12/01 This converts the last scheduled follow-up visit for each subject before Dec 1, 2008 into the termination
visit.

)

after a specific date: e.g. after 2008/12/01 This converts the first scheduled follow-up after Dec 1, 2008 into the termination visit.

o

between two specific dates: e.g. between 2008/11/01~2008/11/30 .25 In this example all final follow-ups are scheduled for November 2008. The scaling
factor (.25 in the above example) spreads the visits out over the termination interval. It should be set to the termination window width (days) divided by
the usual inter-visit interval (days). In the above example a scaling factor of .25 would be appropriate for the 1 month termination window if the usual gap
between follow-up visits is 4 months.

10. Overdue Allowance: Visits are considered overdue when the overdue allowance has expired. Thus for example if a visit is scheduled to occur between day
100 and 110 (after baseline) it can be scheduled to occur on day 100 with a 10 day overdue allowance. The overdue allowance should be increased in a
paper-based study to allow additional time for completion and submission of CRF images and level 1 data entry by central data management staff.

11. Required Plates: A comma delimited list of plate numbers and ranges can be specified, e.g. 5,10-13,20,27-29. The order determines the order in which
required plates will appear in the subject binders in DFexplore. If a Display Order is specified, plates will appear in the order corresponding to the Display
Order.

12. Optional Plates: A comma delimited list of plate numbers and ranges can be specified. The order determines the order in which these optional plates will
appear in the subject binders, where optional plates are identified by circular icons and listed below the required plates identified by square icons. Optional
plates must be included in the visit map to make them available for data entry.

13. Display Order: A comma-delimited list of required and optional plate numbers and ranges can be specified. The order of plates specified here will determine



the order in which the plates will be displayed in the subject binder. Required and optional plates can be inter-mixed in the Display Order to customize the
order of pages within each assessment. Not all required and optional plates for the visit need to be specified in Display Order. If Display Order does not
contain a list of all required and optional plates, the plates listed in Display Order will come first, followed by all required plates excluded from Display Order,
then all optional plates excluded from Display Order. If Display Order is empty, the default plate order (all required plates followed by all optional plates) will be
used to create the subject binder.

14. Missed Visit Plates: If a special missed visit plate has been defined to record reasons for missed visits it will be used when a users sets a visit as missed in
the data collection tool, if not that the default missed visit dialog will be used. Only 1 missed visit plate can be defined for a visit, but it is possible (but unusual)
to have different missed visit plates for different visits.

Cycles are containers for visits with a common baseline.

If a visit map includes only one baseline visit, cycles need not be defined. But if visits are grouped into sets each with their own baseline and scheduling then
cycles must be used.

Cycles may be required, optional or conditional and may be scheduled in a number of ways. Different subjects may move through a different set of cycles during
the course of the study based on conditions triggered by data values recorded in the study database.

This section describes how to use DFsetup to enter and check your cycle specifications, it does not attempt to explain how the different cycle options work or what
they mean - for this see Subject Visit Scheduling.

The example below shows the definition of a conditional cycle for long-term follow-up after completion of the treatment cycle.

View Vist Map

Type Number Acromym Label Due verdu Visit or Cyce Defintian
0 Screening Cycle RS
e vist € cpde

SCR1  Screening 1 : InStudy, Condional tycle
10 SCR2 Screening 2

Scheduled Visit Cycle 1B Cycle Scheduied

Cyose S dus 70 T days
ENR Enraliment
from visit number: 1
w 1 Week Visit orfrom vist Wumbar

2nd 15 ovardon whan v * doysime

(1Y) 6 Month Visit
™ 7 Month Visit
7 o8M Optional 8 Manth Visit
6 1 1 Year Visit
T N N

46 occ Procedures Yeat 2

v A -3 A Delete Search; Revert Verdy Saree Done

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

Cycles are entered as follows:

1. Open a New Row: Either select the last row of the table (always empty) or another row and click to open a new empty row below it. The cycle record
must immediately precede the visits that comprise the cycle. The order in which cycles appear in the table must correspond to the order in which they are
performed during the study. The location of the cycle record can be adjusted after the cycle is defined by using the up and down arrows.

2. Visit or Cycle: Select the Cycle button at the top of the Visit or Cycle Definition panel.

3. Cycle Type: Select the appropriate cycle type from the option list below the Cycle button. Each cycle type has special meaning and behavior described in
Cycles. The one letter acronym 'C' will appear in the 1st column of the visit map table to identify cycle start records. The same acronym appears for all cycle
types.

4. Cycle Number: Enter the cycle number in the 2nd column of the table. Cycle number 0 must be used for all screening visits, cycle 1 for the first in-study
cycle, and the other cycles must follow in sequential order.

5. Cycle Acronym; This field is not used and cannot be defined.
6. Cycle Label: A cycle label can be entered in the 4th column of the table.

7. Cycle Scheduled: Check this box if the cycle is scheduled and enter the scheduling method and overdue allowance. Cycles may be scheduled from a
preceding visit, from the baseline of the first cycle or preceding cycle, from the visit date on which some condition occurred, or as shown in the example from
the termination of the preceding cycle.

Verifying your work is highly recommended. The verification report checks the current version of the visit map and all of the conditional maps (see below) stored on
the DFdiscover server; thus, save changes before clicking [Verify).
Page Map

Data queries are identified in the data collection tools and Query Reports by: subject ID, visit number, plate number and field description. While subject ID and field
description are always meaningful, in many studies the visit number and plate number are meaningless to the clinical sites and should be replaced by a more
descriptive label. This is the purpose of the page map.

In addition to replacing visit and plate numbers in Query Reports, page map labels also appear in the DFexplore and DFweb Queries and Data views where they
replace the plate label in the queries list and in the subject binder navigation list respectively.



DFsetup - Page Map - Acceptance Test Study - m} X
View Page Map v
Plate/Visit Title ‘let & CRF Page|
Plate(s) Visit(s) Label ~
1 0 Form 1
2 1 Form 2
3 1 Form 3
4 = Form 4, Pg %{S.1}
5 21 Form 5, 1 Month
5 22 Form 5, 2 Month
5 23 Form 5, 3 Month
5 24 Form 5, 4 Month
6 30 Form 6
7 30 Form 7
8 * Form 8, Pg %{5.2}
9 * Form 9, AE Report %{5.3}
10 40 Form 10
11 201-299 Patient Diary, Week %{S.2} v
w| Al K Add Delete Import Search: I:I Revert Verify Save Done

When creating Query Reports using DF_QCreports, if a page matches more than 1 entry in this table the first entry with the following specifications is used, where
# stands for an explicit numeric value

o plate #, visit #
o plate #, visit *
o plate *, visit #
 plate *, visit *
The order of entries in the table is important. If a page matches more than 1 entry the first entry wins.
Page map specifications are optional. Any page which does not have a page map entry will be identified by its assessment and plate numbers.

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

The Plate/Visit Title is optional, and is only relevant in the short version of Query Reports, where it appears as a title over the page map labels on the correction
section of each report. If specified it should be no more than 17 characters long. If not specified the default title is 'PLATE SEQNO'

The plate and visit entries may contain a single value or range, a comma-delimited list of values and ranges, or an asterisk (*) to represent all possible values.

In the long version of Query Reports created by DF_QCreports page map labels have a maximum length of 32 characters. This is achieved when variable labels
are set to their maximum length (40 characters) in [Study] > [Global Settings]. More compact Query Reports can be created by setting variable labels to 25
characters in [Study] > [Global Settings], in which case page map labels are then limited to 17 characters. Page map labels will be truncated in Query Reports if they
exceed these limits.

The above limits do not apply in DFexplore where page map labels may be more than 100 characters long, although practically they should be kept smaller.

The label entry may include any of the following substitutions. Remember to account for the maximum length of substituted values when computing final label
lengths.

%P is replaced by the plate number without zero padding.

%S is replaced by the visit number without zero padding.

%{P.n} is replaced by the last n digits of the 3-digit zero padded plate number.

%{n.P} is replaced by the first n digits of the 3-digit zero padded plate number.

%{S.n} is replaced by the last n digits of the zero padded visit number.

%{n.S} is replaced by the first n digits of the zero padded visit number.

%{S.a.b} is replaced by b characters of the zero padded visit number starting from character position a.

%n is replaced by the value of field number n from the relevant data record.

¢ %n:d this notation is for check and choice fields; field n is decoded and its label is used.
If the field used by Page Map is set to be Hidden or Masked in DFsetup, or the field does not exist, the label for the plate will be substituted with XXX.
If the field used by Page Map is set to be Hidden or Masked using dfaccess edit check function, the label with data value will still be displayed.

If the field used by Page Map is missing or unavailable from the server, the label remains blank.



If more than one field value substitution is included in a label in the Page Map, the page label is displayed as expected once the CRF is opened and when all field
values are available on the record; otherwise, the default plate label is displayed.

CRF Type Map

This dialog is used to create CRF types so that CRFs can be tagged by categorization (e.g. language). The CRF types must be defined in this map in order to be
selected when importing CRF backgrounds of different types (refer to Import CRFs for details) and to be available as selection options in DFexplore Preferences
(refer to DFexplore User Guide, User Settings) and in the dfpref edit check function (refer to Programmer Guide, Edit Checks).

" DFsetup - CRF Type Map - Acceptance Test Study — m} X
View CRF Type Map v
Type Label
DT Dutch
GR German
SP Spanish
EN English

v | || (3] | Add Delete Import Search:l:l Revert Save Done

Each CRF category must have a specified type name (max 8 characters) and label (max 20 characters).
CRF Background Map

When CRFs are imported, they may be tagged with a specific visit number (refer to Import CRFs for details). If a CRF tagged with a visit number is also used at
other visits, use this table to link it to the additional visits.

- DFsetup - CRF Backgreund Map - Demo A Development - m} X

View CRF Background Map ~

Visit Also used by these visits Comments
22-24 follow-up visits
101 102-199 unscheduled visits
MIESYIRLS

Add Delete Import Search: l:l Revert Save Done

Conditional Terminations

The Conditional Terminations dialog is used to specify database conditions that terminate subject follow-up.

An early termination condition ends subject follow-up for the cycle that contains the visit (specified in the IF statement) that triggered the condition. An abort
condition terminates all follow-ups for all cycles.

When a termination condition is met the VisitDate of the visit (specified in the IF statement) at which the condition was met becomes the termination date. When
more than one termination condition is met the earliest VisitDate becomes the termination date. DFdiscover will not schedule visits beyond the termination date
nor call such visits overdue.

This section shows how to use DFsetup to enter conditional termination specifications. For a detailed description of this and other visit scheduling features see
Subject Visit Scheduling.


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/dfexplore/html/dfexplore.html#user-settings
https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/progman/html/progman.html#edit-checks

* DFsetup - Conditional Terminations - DFdiscover 2024 Demo - m} X
View Conditional Terminations
#  Condition Condition Definition
f Description
2 Subject does not continue if meeting exclusion #2 Subiect does not continue if meeting exclusion #1
3 Subject does not continue if meeting exclusion #3
4 Subject does not continue if meeting exclusion #4
5  Subject does not continue if meeting exclusion #5
6  Subject does not continue if not meeting inclusion #1
7 Subject does not continue if not meeting inclusion #2
8  Subject does not continue if not meeting inclusion #3
9 Subject does not continue if not meeting inclusion #4
10  Subject does not continue if not meeting inclusion #5 Test
11  Subject does not continue if not meeting inclusion #6
Visit Plate Field Has a value that is
IF * 2 15 1
AND
If Test is True Then
@® Abort
(O Early Termination
v | A Add Clone Delete Import Search l:l Revert Verify Save Done

This example illustrates:
« Description: for each condition the first line of the description is displayed in the Condition List.
o Test: this test is true if field 32 on plate 1 at visit 0 equals 1.

o If Test is True Then: subject follow-up terminates for the cycle containing visit 0.

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

All of the conditional maps perform database tests in the same way. The capabilities are described in the Conditional Tests section.

Conditional Cycles

The Conditional Cycles dialog is used to specify database conditions which can override the visit map specifications and make any cycle required, optional or
excluded.

This section shows how to use DFsetup to enter conditional cycle specifications. For a detailed description of this and other visit scheduling features see Subject
Visit Scheduling.

" DFsetup - Conditional Cycles - Demo A Development - m} X

View  Conditional Cycles w

#  Condition Condition Definition

1 de 1 A-> Cycle 2 Description
b

P CydelB-> Cycle3 oycle 18 -> Cycle 3

If patient agrees to continue with the study past cycle 1:

- patients on treatment "A" in cycle 1 continue to cycle 2
- patients on treatment "B" in cycle 2 continue to cycle 3

Test
Visit Plate Field Has a value that is
IF 1 2 12 "B"
AND 24 5 34 1
AND

If Test is True Then
Required Cycles|3
Optional Cycles

Excluded Cycles|2

v A Add Clone Delete Import Search I:I Revert Verify Save Done

This example illustrates how conditional subject scheduling can be implemented when multiple visit cycles have been specified in the visit map.
« If the subject is in treatment group "B" (field 12 on plate 2 at visit 1 = "B")
« And the subject agrees to continue in the trial at the end of cycle 1 (field 34 on plate 5 at visit 24 = 1)

o Then the subject proceeds to the first visit in cycle 3, and is not expected to complete any of the visits in cycle 2.



¢ The date on which cycle 3 is expected to start is determined by the cycle scheduling method specified in the visit map.
« A comma-delimited list of cycle numbers and ranges can be specified if a condition effects more than one cycle.

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

All of the conditional maps perform database tests in the same way. The capabilities are described in the Conditional Tests section.

Conditional Visits

The Conditional Visits dialog is used to specify database conditions which can override the visit map specifications and make any visit required, optional or
excluded.

This section shows how to use DFsetup to enter conditional visit specifications. For a detailed description of this and other visit scheduling features see Subject
Visit Scheduling.

* DFsetup - Conditional Visits - Deme A Development - m} X

View  Conditional Visits ~

#  Condition Condition Definition

i Medication Change Log Description
2 Adverse Event Reports Medication Change Log
3 Weekly Patient Diary - visit numbers 51-59

- for each visit number all preceding visits are required

Test
Visit Plate Field Has a value that is
IF 52-59 8 6 =51
AND

If Test is True Then
Required Visits|51 ~yalue

Optional Visits

Excluded Visits

v | A Add Clone Delete Import Search I:I Revert Verify Save Done

This example illustrates how the conditional visit map can be used to check for gaps in a sequential assessment number series.
¢ Medication log pages use assessment numbers 51-59 in order.
« |f a medication log page is entered with a log number greater than 51 (field 6 on plate 8 at visit 52-59 is > 51)
¢ Then all lower numbered assessments in the series should also be in the database (required visits 51~value),
« where value is the value of the field specified in the IF statement that met the condition (i.e. field 6 the assessment number).
If a condition makes a visit required the scheduling specifications in the visit map (if any) determine when the visit is due and overdue.
The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

All of the conditional maps perform database tests in the same way. The capabilities are described in the Conditional Tests section.

Conditional Plates

The Conditional Plates dialog is used to specify database conditions which can override the visit map specifications and make any plate required, optional or
excluded.

These conditions only take effect once the visit has occurred and at least one plate for the visit has been entered into the study database. If you need to specify a
condition for a visit that has only one plate use the conditional visit map not the conditional plate map.

This section shows how to use DFsetup to enter conditional plate specifications. For a detailed description of this and other visit scheduling features see Subject
Visit Scheduling.



" DFsetup - Conditional Plates - DFdiscover 2024 Demo

View  Conditional Plates w

#  Condition

Description

Condition Definition

If the subjects selected sex is Male, exclude Serum Pregnancy Test.

Test

AND

Plate Field
1 9 2

If Test is True Then

150

Plates

At Visits Are

0,10, 20, 30, 40 excluded

v | A Add Clone Delete Import

Search l:l

Revert Verify Save Done

This example illustrates how the conditional plate map can be used to exclude a specific form based on subject data. Based on the subject’s sex reported in field 9
on plate 1 at visit 99, where 2 = male, the Serum Pregnancy Test (plate 150) is excluded at each of the visits where it is required by default in the Visit Map.

The Subject Scheduling > Subject Unexpected report (or the legacy DF_PTunexpected report) can be used to list any unexpected plates or visits that have been

entered into the database.

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

All of the conditional maps perform database tests in the same way. The capabilities are described in the Conditional Tests section.

Query Titles

The title at the top of each page and above each of the 3 sections of the Query Reports created by DF_QCreports can be customized as illustrated in the following

example.

?&‘i DFsetup - Query Titles - Demo A Development

View Query Titles -

# TITLE AT TOF OF EVERY PAGE
<EXTERNAL font="12 fB">
QC REPORT <NUM> Created <MON> <DAY> <YEAR= at <TIME>

TO: <WHO>, Center #<CENTER> - <WHERE=>
</EXTERNAL>

# SUB-TITLE ABOVE PATIENT STATUS LIST (Part 1 of a standard external QC
report)

<STATUSLIST font="10 fB">

PATIENT VISIT SCHEDULE: Mote: * identifies patients with data queries.
<[STATUSLIST >

# SUB-TITLE ABOVE REFAX LIST (Part 2 of a standard external QC report)
<REFAXLIST font="10 fB">

CRF CORRECTIONS: Initial and date each correction. Re-fax all corrected
pages.

< /REFAXLIST >

# SUB-TITLE ABOVE QUESTION & ANSWER. LIST (Part 3 of a standard
external QC report)

<QALIST font="10 fB">

QUERIES: Print your answer below each question and fax back this page.
<[QALIST=

mport  search| | | Revent Save Done

Query Titles can have any or all of the following parts:

Has a value that is




EXTERNAL page title for external Query Reports
INTERNAL page title for internal Query Reports
STATUSLIST sub-title above subject status list
REFAXLIST sub-title above refax/correction queries
QALIST sub-title above clarification queries

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

The following rules must be followed when defining Query Titles.

« Title specifications must be formatted exactly as illustrated in the example.

The opening and closing tags for each section must appear on new lines by themselves with no leading or trailing space or text.
No space is allowed within the opening and closing tag except before the word font.

Anything entered outside of a tagged block is ignored.
A # character may be used to indicate a comment line but # is not strictly needed, and has no special meaning inside a tagged block.

The font value must be enclosed in double quotes. Limited font specifications may be included within the opening tag. The leading number sets the point size

(10 or 12 are recommended). Available font types include:

fB for bold
fH for normal helvetica
fcw for constant width

The font specification is optional. Without it, font="10 fCW" is used for Query Report titles and font="10 fB" is used for the sub-titles for the three sections of the

report.

The following variables may be included in the Query Report titles which appear at the top of each page, but not in the sub-titles above the subject status, refax
and question & answer sections. The study name comes from the study configuration file maintained by DFadmin, clinical site information comes from the sites
database, and date/time come from the system clock on the DFdiscover server.

Variables available for use in QCcovers, QCmessages, and QCtitles




Variable Use in External Use in Internal Meaning
<STUDYNAME> yes yes study name
<SITE> yes no site ID
<WHO> yes no primary site contact
<WHERE> yes no site affiliation
<MAIL> yes no site mailing address
email address(es) and/or
<PRIMEFAX> <FAX> yes no fax number(s) (to which
Query Reports are sent)
<FAX2> yes no secondary email address
or fax number
<PHONE{> yes no primary contact's phone
number
<PI> yes no principal investigator
<PHONE2> yes no principal investigator's
phone number
email address to which
<REPLYTO> yes no replies made to emailed
Query Reports will be sent
external report name
composed of site ID, date
<NUM> yes no (yymmadd), and page,
e.g. 025-080115-01.
external report name
<NAME> yes yes composed of site ID and
date only, e.g. 025-080115
<PAGE> yes yes page number of Query
Report
<DAY> yes yes two-digit day of month
<MON> yes yes three-character month of
year
<YEAR> yes yes four-digit year
<WKDAY> yes yes three-character day of
week
time of day (hh:mm:ss
<TIME> yes yes AM/PM), e.g. 01:12:22 PM
date (ddd mmm dd
<DATE> yes yes hh:mm:ss yyyy), e.g. Tue

Jan 15 14:34:07 2018

NOTE: The variable <CENTER> is also supported as an alternative to <SITE> for backwards compatibility

Query Covers

This dialog is used to specify cover sheets for external Query Reports as illustrated below.

% DFsetup - Query Covers - Dema A Development = O X

View Query Covers -

<FOR centers="1~3">
<TEXT font="12 fg">
COVER. SHEET - this report contains:

1. Patient Scheduling List

2. CRF Refax List
-update/correct the CRFs and refax them to the DataFax system

3. Question & Answer List

-print your response below each question and fax to the DataFax system
<[TEXT>
<[FOR=>

Import | Search I:I Revert Save Done

o This example shows a simple cover sheet which will be used for external Query Reports created for sites 1-3.




The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

Each cover sheet begins with a <FOR center="#list"> tag which identifies the site(s) that will receive the cover sheet and ends with a </FOR> tag. The site
number list is a comma-separated list of numbers and ranges.

NOTE: For backwards compatibility, center is still required in this context but the meaning of the value is the same as site.

The body of each cover sheet is defined in a <TEXT> block, nested within the FOR block. Variable substitutions and font specifications may be performed as
previously described for Query Titles. Aside from variable substitution, all other text appears exactly as formatted within the TEXT block. Blank lines used to double
space text will be preserved. The default font for cover sheet text is 10 point constant width.

It is possible for some sites to receive cover sheets while others do not, and for different sites to receive different cover sheets. Different cover sheets are created
for different sites by adding a <FOR> block for each cover sheet.

If a site number is included in the <FOR> block of more than one cover sheet the <TEXT> blocks are concatenated to form the Query Report cover sheet for that
site.

Cover sheets can be modified at any time. The last set of specifications saved to the DFdiscover server will be used when external Query Reports are created by
DF_QCreports.

Query Messages

The Query Messages dialog is used to add messages to external Query Report cover sheets for specified sites, as illustrated below.

8 DFsetup - Query Messages - Demo A Development  — O X
View | Query Messages <z

<FOR center="1,2"=> &
<TEXT font ="12 fB">

FLEASE MOTE:

<[TEXT=>

<TEXT font="10 fCW">

The next DataFax User's Group meeting will be held on
Mar. 8-12, 2003 at Duck Key in Florida.

Hope to see you there.

</TEXT=
<[/FOR=>

<FOR center="2,3">
<TEXT font="12 f8">

IMPORTANT!

<[TEXT>

<TEXT font="10 f8">

We have not received a response to the Quality Control reports sent
to your center in the past 3 weeks!!!

Please respond to the outstanding data queries as soon as possible.
If you are having problems of any kind, please let us know.
<[TEXT>

</FOR>

Import | Search l:l Revert Save Done

« This example includes 2 messages, one for sites 1 and 2, and another for sites 2 and 3.
« Site 2 will receive both messages. Note the blank line at the end of the 1st message. This will separate the messages on the cover sheet.

The control buttons at the bottom of the window are the same for all study configuration dialogs. See General Dialog Controls for a description.

Query Messages have the same structure as Query Covers, consisting of a <TEXT> block nested within a <FOR> block, and support the same font and variable
substitutions.

Any messages directed to a site are appended to the site's cover sheet. If no cover sheet has been defined for the site, the messages will be added to a blank
cover sheet. If multiple cover sheets and multiple messages have been directed to the same site, the cover sheets are first concatenated followed by all of the
messages, in the order in which they are defined in Query covers and Query Messages.

While messages could be added to the <TEXT> blocks defined within Query Covers, the use of a separate study configuration file for messages allows you to

keep the static header in cover sheets separate from messages, whose content and relevance to different sites will likely change quite often during the course of
the study.

Subject Visit Scheduling

Introduction

Visit scheduling specifications are used to:

« schedule subject follow-up assessments

« identify overdue visits and missing CRF pages

« identify visits and CRF pages that are present but unexpected
e create subject and site visit and CRF tracking reports



« create Quality Control reports for the clinical sites containing subject scheduling information and outstanding data queries for overdue visits and missing
pages.

The visit scheduling components are listed below.

Visit Dates Which data fields used to record the date of subject assessments and any termination events?

What visits make up the full set of possibilities for all study subjects? What visit numbers are used to identify each
visit? What is the chronological ordering of visits? Are visits grouped in cycles where each cycle starts with a new
baseline visit? How much overdue allowance is permitted before an overdue visit query is created? What CRF plates
are required and optional for each visit?

Visit Map

Are there database conditions that are used to decide whether some cycles are required, optional or unexpected for

Conditional Cycle Map each subject?

Are there database conditions that are used to decide whether some visits are required, optional or unexpected for

Conditional Visit Map each subject?

Are there database conditions that are used to decide whether some CRF plates are required, optional or unexpected

Conditional Plate Map at specific visits?

Are there database conditions that indicate that subject follow-up terminates at certain visits? Do such terminations

Conditional Termination Map stop all further follow-up, or just follow-up within the current cycle?

Does the study include one or more special CRFs that are submitted with an assessment to indicate that follow-up

=y TG [HETES ends, for the current cycle, as of that assessment?

Does the study include one or more special CRFs that are submitted by the clinical sites for each visit that was

Missed Visit Plates missed, so that DFdiscover will know not to send overdue visit queries?

Visit dates are identified by the special Visit Date attribute, and each of the other components listed above is specified using a dialog invoked from DFsetup View.
A detailed description of each of these components follows.

Visit Dates

Visit date fields are used to record the day on which a visit occurred or subject follow-up was terminated. They are used for subject scheduling and must be
specified as follows:

« All visit date fields must use the same date format and be defined using the special Visit Date attribute.

« A visit date field must appear on at least one CRF page for each baseline and scheduled follow-up visit. They may also appear on optional visits but are only
required if the optional visit may become required when some condition is met as specified in the conditional visit map.

o A visit date field must exist for any event that terminates subject follow-up, e.qg. final visit date, early termination date, date of death, etc. These dates are used
to halt visit scheduling so that visits that would have been due after the termination date are not identified as overdue.

« The Visit Date attribute must not be used for unscheduled events like the onset dates of an adverse event.
o Each CRF page can have only one visit/assessment number (field 6) and thus can also have only one Visit Date field identifying when that visit occurred.

If you assign the Visit Date attribute to dates on more than one plate for the same visit make sure that you expect the same calendar date to be recorded in each of
these fields. If DFdiscover finds inconsistencies between dates using the Visit Date attribute for the same visit, it will report the problem (when DF_XXkeys is run)
and will generate a DFdiscover retrieval file that can be used to review the inconsistent cases.

While it is illegal to have different visit dates recorded for the same visit, it is legal to have the same visit date recorded for different visits. However, within the

ordered list of study visits, defined within screening and in-study cycles in the study visit map, it is illegal for visit dates to be out of chronological order. Thus the
same visit date should only appear, if at all, for adjacent visits.

Visit Map

The visit map is the key component of the subject scheduling specifications. This is where study visits are defined, grouped and ordered. Within every visit map
there are 2 levels of organization, cycles which contain a set of related visits, and the visits themselves. In this section we'll first describe cycles and then visits.

Cycles

Cycles come in 3 flavors: screening cycles, in-study cycles and end cycles, and must appear in the visit map in that order. The screening and end cycles are
optional, and no more than one of each may be defined in the visit map. In-study cycles contain most of the visits for a typical trial. Multiple in-study cycles may be
defined, with some being required, optional and conditional and with different in-study cycles being used for different groups of subjects with different scheduling
requirements, or to re-set the baseline for different phases within the same trial.

All cycles must be numbered consecutively within the visit map. The screening cycle must be defined as cycle 0, in-study cycles are must be numbered
consecutively from 1, and the end cycle gets the next consecutive integer following the last in-study cycle. Each cycle can also be given a short descriptive label,
which is used by some of the standard reports. Each of the 3 cycle types has different uses and follows different rules. We'll consider them in order.

The Screening Cycle

If used, the screening cycle must appear at the beginning of the visit map as cycle number 0. It may contain visit types X (screening) and E (early termination) only;
no other visit types are allowed. The screening cycle will not have a scheduled start date because nothing precedes it.

Within a screening cycle all screening visits (X) are required, unless they are made optional or excluded by the conditional visit map. Each screening visit can be



unscheduled, or scheduled relative to the first screening visit that serves as the baseline for the cycle. The final screening visit serves as the termination of the
screening cycle, unless it is made optional or unexpected by the conditional visit map, in which case the last required or completed screening visit is used as the
termination visit of the screening cycle.

The screening cycle can be brought to an early conclusion by defining one or more early termination visits (E) within the screening cycle, by designing an early
termination plate that can be submitted at the appropriate screening visit, or by defining termination conditions for the screening cycle in the conditional termination
map.

Although unusual, it is legal for a visit map to contain nothing but a screening cycle. This might be useful for a trial consisting of an ordered list of subject
assessments, where each subject was allowed to complete the assessments at their own pace, with no specified scheduling targets. This could be done using a
visit map having nothing but a screening cycle containing a list of unscheduled screening visits.

In-Study Cycles

In-study cycles sit between the screening cycle and end cycle, and are the most important part of the visit map. These are the cycles that contain the visits that
record subject treatment and follow-up. A visit map may contain 1 or more in-study cycles, to accommodate different treatment and follow-up requirements for
different subjects, or because treatment and/or follow-up is divided into different phases each with its own baseline visit for within-cycle visit scheduling.

In-study cycles may be defined as required, optional or conditional. A conditional cycle is unexpected unless triggered by a condition specified in the conditional
cycle map (see Conditional Maps). Required in-study cycles are required of all subjects unless the cycle is changed to optional or unexpected by the conditional
cycle map. Optional in-study cycles may be completed or not at the discretion of the clinical site, unless the cycle is changed to required or unexpected by the
conditional cycle map. Optional cycles become required once they start, i.e. visit scheduling and visit requirements become active within an optional cycle when
one or more visits have been received.

A scheduling method should be specified for all in-study cycles, regardless of type. This is used to calculate the expected start date for required cycles, as well as
for optional and conditional cycles (should they become required as a result of a conditional cycle map trigger). In-study cycles can be scheduled to begin a
specified number of days following: the termination of the previous cycle, the baseline of the previous cycle, the baseline of the first in-study cycle, a specified visit
number, or in the case of a cycle triggered by the conditional cycle map, the visit on which the condition was met. You will also be asked to specify an overdue
allowance. When this time expires DFdiscover will generate an overdue visit query for the first required visit in the cycle if it has not yet arrived.

It is legal for any in-study cycle to consist of a single visit. If this is the case, the visit must be defined using the B (baseline) visit type, which then becomes both the
baseline and termination visit for the cycle. This feature makes it possible to schedule visits relative to any other preceding visit in the visit map, rather than having
all visits scheduled from a common baseline, as is the clinical trial norm. Such dynamic scheduling can be accomplished by scheduling each single visit cycle using
any of the legal cycle scheduling methods described in Cycle Specifications.

Most in-study cycles will consist of several visits, in which case they must include at least one baseline and one termination visit. A typical list of visit types for an
in-study cycle would include:

¢ P - one or more pre-baseline visits

» B - asingle baseline visit

e S - one or more scheduled follow-up visits

e T - asingle planned termination visit

¢ O - one or more optional visits

¢ R - one or more assessments required on cycle termination

For a description of the visit types, what they mean and the rules that apply to each of them skip ahead to Visit Type.
The End Cycle

The end cycle is so named simply because it comes at the end of the visit map. Its purpose is to serve as a container for any unscheduled visits that do not belong
to a screening or in-study cycle. Because the end cycle contains no scheduled visits it does not have a scheduling method or start date. The end cycle may contain
3 visit types: O (optional), R (required on termination), and A (abort).

This is where you should define most event reports, e.g. adverse events, outcome events, hospitalizations, change of medication, problem reports, etc. Such
assessments are defined as type O visits (optional), but they can become required during the study, triggered by data collected at other visits, as we'll see below
when we discuss the conditional visit map (see Conditional Visit Map).

The end cycle can also contain type R visits (required on termination), used to collect CRFs that become due when all subject follow-up ends. This might be used
for subject diary forms, or any other assessment that is not required until the subject has completed the study.

Type A visits (abort), which terminate all follow-ups for all cycles, should be placed in the end cycle.
Cycle Specifications

Each screening, in-study and end cycle begins with a cycle definition record containing 7 fields, which can be entered into the visit map using the DFsetup Visit
map view.

1. Cycle Number: Cycles must be numbered sequentially, starting with 0 for the screening cycle, if present, and starting at 1 for the first in-study cycle.
2. Cycle C: The second field must contain the capital letter C. This distinguishes cycle records from visit records in the visit map.

3. Cycle Label: This field contains a descriptive label for the cycle. As with visit labels, the maximum length is 32 characters. The cycle label is used by some of
the reports including DF_SSvisitmap and DF_PTvisits.

4. Cycle Type: This field contains a single letter that identifies the cycle type.



o S - screening cycle

o C - conditional in-study cycle
o O - optional in-study cycle

o R - required in-study cycle

o E-endcycle

Screening cycles are required, if present, unless made optional or unexpected by the conditional cycle map. A required in-study cycle is required for all
subjects in the study, unless it is changed to optional or unexpected by the conditional cycle map. An optional in-study cycle may be completed or not, unless
changed to required or unexpected by the conditional cycle map. Optional cycles are automatically changed to required on the arrival of any of the cycle visits.
A conditional in-study cycle is unexpected unless changed to required or optional by the conditional cycle map. The end cycle has no requirement itself and
cannot be acted upon by the conditional cycle map, because it is just a container for unscheduled visits that do not belong to any particular cycle. However,
visits within the end cycle may become required through the conditional visit map. For example, a condition set on an adverse event report number recorded
on a follow-up form could be used to trigger a requirement for the corresponding adverse event assessment report.

5. Cycle Due Day: The cycle due day identifies when the first required visit in the cycle becomes due. It is interpreted using the cycle scheduling method
specified in the 7th and last field of the cycle definition record. This field is only relevant for in-study cycles.

6. Cycle Overdue Allowance: This field is only relevant for in-study cycles. Required cycles are called overdue when the scheduled due date plus overdue
allowance lies in the past.

7. Cycle Scheduling Method: This field is only relevant for in-study cycles. Legal cycle scheduling methods include:
o visit# - from a specified preceding visit
o S - from the baseline visit of 1st required or completed cycle
o C - from the visit specified in the conditional cycle map IF statement that made the cycle required
o B - from the baseline visit of the last required or completed cycle
o T - from the termination visit of the last required or completed cycle
o N - not scheduled

In many trials all cycle scheduling is relative to the same initial baseline visit. In this case the visit# method should be used. However, if the first in-study cycle
is different for different subjects, the S method can be used to schedule all follow-ups relative to the baseline visit of the first in-study cycle completed for each
subject.

In those cases where a cycle is conditional upon the occurrence of some event it will often be a requirement that the conditional cycle be scheduled to begin a
specified number of days after the occurrence of that event. The C scheduling method was designed for this purpose.

The B and T methods were designed for scheduling relative to the last cycle. When scheduling the next cycle using the T method before the current cycle has
terminated, the expected termination date of the current cycle is used. This may of course turn out to be wrong, but DF_QCupdate will correct the scheduling
once the actual termination date becomes known.

This approach, of scheduling cycles and visits from an expected date when the actual date needed for scheduling is unknown, is widely used by
DF_QCupdate. It is in fact the only way that a complete schedule can be generated in the absence of the required dates. In addition to required cycles,
DF_QCupdate also schedules optional cycles, even though they may end up being skipped. DF_QCupdate does not schedule any cycle or visit that is
currently considered unexpected. This includes conditional cycles that have not yet been set to 'required' by the conditional cycle map.

Visits

The visits that comprise each cycle are entered into the visit map using the DFsetup Visit map view. In this section we'll explain each of the attributes required to
complete a visit specification. These include:

Visit Number an identification number in the range 0-65535

Visit Type 1 of 12 types represented by the acronyms: XPBOSTWFEARr
Visit Label a descriptive label (32 char max) used in overdue visit queries
Due Day # of days following baseline when the visit becomes due

Overdue Allowance | # of days past due day when the visit becomes overdue

Visit Date location of the visit date field in the database

CRF Plates list of required and optional plates, and the missed visit notification plate

Display Order list of required and optional plates in the order that they are to appear in the DFexplore subject binders.
Visit Number

Each CRF page in a DFdiscover study is uniquely identified by 3 keys: a CRF plate number, a visit number and the subject ID.

Visit numbers (also referred to as assessment and sequence numbers) serve 2 purposes. For scheduled and optional visits they distinguish among different visit
dates or times at which subjects were seen in the clinic, lab, home, etc. and for numbered event reports they serve as the report number, to distinguish, for
example, one adverse event report from all others.



Each visit number must be an integer in the range 0-65535. Those less than 511 can appear in the barcode; otherwise, they must appear as the first data field at
the top of each CRF page. If the visit number is greater than or equal to 511, and is fixed for the CRF page on which it appears, it can be pre-printed in the first
data field so that it need not be entered by those recording subject data on the CRFs.

Although visit numbers are typically chosen sequentially this is not a requirement. Gaps can appear in the visit number list, and visit numbering need not
correspond to the chronological order in which visits occur, as this is determined by the order in which they are listed in the visit map. Visit numbers can simply be
viewed as an identification number that distinguishes one subject assessment from another.

Within each cycle the expected chronological order of the visits corresponds to the order in which they are listed in the visit map. Thus, for example, if a study uses
visit numbers 1-50, and you discover that you need to add a new visit between visits 11 and 12, you could chose a number like 115, insert it in the visit map
between visits 11 and 12, and specify an entry in DFpage_map to display it as 11.5 on quality control reports. This is the only way that visit numbers can appear to
have decimal values. At the DFdiscover database level all visit numbers must be integers, but the CRFs can be designed to show decimals and the page map can
convert the relevant integers to decimal values for the Query Reports sent to the clinical sites.

The selection of visit numbers should be done with care. They can be arbitrary but ideally they should be meaningful. For example, in a study consisting of up to 9
cycles, each with up to 99 visits, and with the possibility that each visit might need to be repeated, but no more than 9 times, visit numbers might be designed such
that the first digit is the cycle number, the next 2 digits identify the visit number within the cycle, and the last digit is 0 for the first occurrence of the visit and 1-9 for
repetitions. Thus, for example, visit number 4132 could be designed to represent the second repetition of visit 13 in cycle number 4.

For numbered reports, e.g. adverse event reports, hospitalization reports, medication change reports, etc., the visit number is more commonly called a sequence
number. Since all visit/sequence numbers must be unique you cannot use the same value for both a visit and a sequence number. The recommended solution is to
use a prefix number plus the report number to form sequence numbers that are different from any of the visit numbers used in the study. For example, to allow a
maximum of 999 adverse event reports for each subject, in a study where all visit numbers were in the range 0-4999, we might use 5 + the adverse event report
number to form sequence numbers in the range 5001-5999 for each adverse event report.

To make it easier for those completing the CRFs the visit number field can be displayed in separate parts on the CRF and combined by DFdiscover to compose
the visit number key. In the first example described above the CRFs completed during the screening cycle might appear on the CRFs as:

Screening Visit #[ ][ ] repetition #[ ]

The cycle number, zero in this case, is not required. For visits completed during the in-study cycles the CRFs might read:
Phase #[ ] Visit #[ ][ ] repetition #[ ]

And for the adverse event forms the assessment number could look like this:
Adverse Event #[ ][ [ ]

The prefix number 5, needed to put adverse event sequence numbers in the 5000 series, in the example above, can be specified as a constant when defining the
sequence number for the adverse event plate(s) in DFsetup.

To make sure that investigators will be able to locate the specific CRF page related to each data query, the study page map (Page Map) should be used to convert
visit and sequence numbers into meaningful labels. This becomes particularly important when visit numbers are comprised of several parts and sequence numbers
use a fixed prefix, as in the above examples.

The visit map can accept a single visit number, and a range or range list of visit numbers in a single visit map entry. This greatly simplifies the specification of
various types of optional assessments, such as adverse event reports, hospitalizations, and interim visits. In some cases, the distinction may need to be made
between visit ranges in which visit numbers must be used in order (e.g. adverse events), and visit ranges in which visit numbering may include gaps. Two types of
range syntax accommodate these behaviors:

1. #-# : delimiter is a dash, for visit numbers that must be used in order

2. #~# : delimiter is a tilde, for visit numbers that may include gaps

Visits specified with the #-# syntax will appear in order in the record list. Visits with #~# will not appear in the record list until they are manually added using the

> [Add New Visits| action.

NOTE: It is invalid to mix the #-# and #~# syntax within the same visit entry. If a range list contains both - and ~, the ~ is treated as a -.

Visit Type

DFdiscover recognizes 12 different visit types each denoted by a single letter key, one of: XPBOSTWFEARYr. The rules governing the usage of each visit type are
described below.

Screening visits may only appear in the Screening cycle. All screening visits are required, unless
changed to optional or excluded by the conditional visit map. Each screening visit may be scheduled or
unscheduled. The first required screening visit serves as the baseline for scheduling within the
Screening cycle and the last required screening visit serves as the cycle termination.

X: Screening Visit

One or more pre-baseline visits may be defined before the baseline visit in each in-study cycle. Pre-
P: Scheduled Pre-Baseline Visit baseline visits are required and are scheduled relative to the cycle baseline visit (with a negative due
day).




B: Baseline Visit

Baseline visits provide the initial date for all visit scheduling within each in-study cycle. Thus they must
have a due day of zero. Each in-study cycle must have at least one baseline visit, but multiple baselines
are allowed provided they appear together, following any pre-baseline visits (P) and preceding any
scheduled follow-up visits (S). If multiple baseline visits are defined, the first one is required and all
subsequent baseline visits are optional, unless altered by the conditional visit map. For example, it is
possible using the conditional visit map to require that the baseline be repeated if some condition is
met. If more than one baseline visit is received in the same in-study cycle, the last one (per visit map
order) is used for all within-cycle visit scheduling.

It is legal to define an in-study cycle with only one visit, provided that visit is defined as the cycle
baseline. In such cases the baseline visit becomes both the baseline and termination visit for the cycle.

S: Scheduled Follow-up Visit

Scheduled follow-up visits are required visits scheduled a specified number of days following the cycle
baseline (unless changed to optional or excluded by the conditional visit map). They can only be used
in in-study cycles and must follow the cycle baseline visit and precede the cycle termination visit.

O: Optional Follow-up Visit

Optional visits are unscheduled visits. They may appear in in-study and end cycles. An overdue visit
query can only be generated for an optional visit if it becomes required because of the conditional visit
map. Optional visits do not have a scheduled due date in the visit map, and instead become required
immediately if they become required through the conditional visit map; in effect their due date becomes
the date of the visit on which the condition was met

T: Cycle Termination Visit

The cycle termination visit type can only appear in in-study cycles. Each in-study cycle, that has a
baseline visit and consists of more than this one visit, must have a termination visit scheduled a
specified number of days following the baseline visit using visit type T, or occurring within a specified
date window using visit type W. Only one T and W visit is allowed, but it is permitted to have both, in
which case the T visit must precede the W visit. Arrival of either of these visits terminates the cycle in
which they are defined, as of the date on which the visit occurred.

E: Early Termination Visit

Early termination visits may used in screening and in-study cycles (but not in the End cycle). These are
optional assessments which terminate the cycle in which they arrive. As an example, an early
termination assessment, containing 1 or more plates, might be completed when a treatment cycle is
terminated early due to intolerable side effects.

A: Abort Visit

Abort visits terminate all follow-up for all cycles and should be placed in the end cycle. Examples
include a death report or a subject discontinuation report.

r: Required By Time Of Next Visit

This visit type can only be used in in-study cycles. Use this visit type for those assessments which are
linked to, and required upon arrival of, the next scheduled visit in the cycle. Type r visits become
overdue when the next scheduled visit arrives or if that visit is itself overdue. These visits are only
linked to the next scheduled visit, not to any subsequent scheduled visits. Thus if the next scheduled
visit becomes unexpected because of a conditional visit map or termination event, any type r visits that
immediately precede it will also be considered unexpected.

R: Required By Time of Termination Visit

Type R visits can only be used in in-study and end cycles. When specified in an in-study cycle they
become required on termination of the cycle, and when specified in an end cycle they become required
on termination of all study follow-up.

If the scheduled due date for a type R visit is zero, it becomes required immediately upon termination
provided follow-up has at least reached the baseline visit. If the specified due day is greater than zero,
the type R visit is required on termination provided the due day precedes the termination date. This can
be useful for assessments like subject diaries, to be collected on termination, where you only expect to
collect diaries tha were scheduled for completion prior to termination.

When defined within an in-study cycle the due day is calculated from the cycle baseline, and when
defined in an end cycle the due day is calculated from the baseline of the first cycle that was used for
the subject.

F: Final Visit

This visit type exists for historical reasons. Although not really necessary it is retained for backward
compatibility. The final visit type, if used, must appear as the first visit in the last in-study cycle. Thus
only one such visit can appear in a visit map. It serves as both the baseline and termination visit of the
cycle. It also acts like an abort visit in that its arrival terminates all follow-up in all cycles.

The only visit types that may follow a final visit within the last in-study cycle are: R (required on
termination of the cycle - i.e. immediately) and O (optional).




W: Study Termination Window Visit

This visit type has significantly different semantics from the other visit types. It serves as an alternative
way of terminating an in-study cycle.

When all subjects are followed for a fixed duration (e.g. 3 years) the visit map can use atype T
termination visit, and the amount of time required to close out the trial will equal the amount of time
required to enroll all of the study subjects. Other studies end on a specified date, resulting in different
amounts of follow-up for each subject. In such studies, we need a different way of scheduling the
termination visit. DFdisover provides the following methods. Note that in each case the termination
date or dates must be specified using the study Visit Date attribute.

« on a specific date For example, on 2006/12/01. This method schedules the type W follow-up visit
on the same day, Dec 1, 2006, for all subjects.

before a specific date For example, before 2006/12/01. The last scheduled follow-up visit for
each subject that occurs before Dec 1, 2006 is replaced by the type W termination visit.

after a specific date For example, after 2006/12/01. The first scheduled follow-up after Dec 1,
2006 is replaced by the type W termination visit.

between two specific dates For example, between 2006/11/01~2006/11/30 .25. All type W
follow-up visits are to be scheduled in November 2006. The scaling factor (.25 in the above
example) spreads the visits out over the termination interval. It should be set to the termination
window interval divided by the usual inter-visit interval. In the above example a scaling factor of .25
would be appropriate for the 1 month termination window interval if the usual interval between
follow-up visits is 4 months.

The between method identifies the date of the first scheduled visit after the start of the interval and
modifies this date using the scaling factor. For example, if the date of the next scheduled visit is 100
days after the start of

the termination window and the scaling factor is .25, the date of the type W termination visit will be set
to 25 days after the start of the termination window. If a scaling factor is too large, the final visit for
some subjects may be beyond the end of the termination window. In such cases the final visit is
scheduled for the final day of the termination window. For example, if the scaling factor is 1, those
subjects whose next scheduled visit falls within the termination window will have the final visit
scheduled on this date and all other subjects will have their final follow-up visit scheduled on the final
day of the termination window.

Most trials will terminate with either a termination visit (T) or a termination window visit (W), but it is
legal to include both. This allows the visit map to define some maximum duration of subject follow-up
using a termination visit (T), followed by a termination window visit (W) which brings the study to a close
by scheduling a final visit for all subjects who have not yet reached the termination visit (T). A
termination window visit (W) must be defined as the last scheduled visit in the cycle, and thus must
follow the type T termination visit, if both are used.

As for all other scheduled visits a termination window visit (W) will only be scheduled if the cycle has
not already terminated by some other method before it becomes due.

It is legal to have a type W visit defined in more than one in-study cycle. This may be necessary when
different subjects follow different in-study cycles. It also allows a study with 2 or more phases to have
different termination windows for each phase.

Visit Label

A short (32 character maximum) descriptive label must be provided for each visit (e.g. Cycle 1 Baseline, Week 2 Follow-up, Diary Card Week 22, etc.). This label is
displayed in the subject binder and used to describe overdue visits on quality control reports if the visit is flagged as overdue. Thus each visit must have a unique

visit label.

When a visit list is defined (e.g. 5001-5999 for adverse event reports) the label must include some part of the visit number in order to create unique labels. This can
be accomplished using the same visit number substitutions described for the study page map. The label for visits 5000-5999 in our example might be specified as:

Adverse Report #%{S.2.3}

which indicates that, starting at the 2nd digit, the next 3 digits are to be included in the label immediately following

Adverse Report #

This results in the last 3 digits of the visit number being used to produce visit labels as in the following examples:

Adverse Report #001
Adverse Report #002

Due Day

A visit due day, relative to the cycle baseline, must be specified for all scheduled visits. The due day must be negative for all pre-baseline visits (P), zero for all
baseline visits (i.e. the first type X visit in the screening cycle, and all type B and F visits in in-study cycles), and positive for all scheduled follow-up visits (S, T).
The due day can be greater than or equal to zero for type R visits. For screening visits (X) the due day must be zero if the visit is unscheduled and greater than
zero if it is scheduled within the screening cycle. No due day is allowed for optional visits (O, E, A) or for visits linked to the next scheduled visit (r).




Overdue Allowance

How long do you want to wait before calling a visit overdue? It may be OK if a visit occurs a few days late, or you might want to allow a few days for completed
assessments to be transmitted, and a few days for data entry staff to review incoming CRFs, particularly if the incoming volume is large, or staffing is light. For all
of these reasons it is a good idea to specify a grace period, following each visit due date, during which overdue visit queries will not be created. If the overdue
allowance is set to zero, and a visit has not arrived by its due date, an overdue visit query will be created the very next day (or to be more exact, the next time the
DF_QCupdate program is run).

Visit Date Location

This specification identifies a date field, defined with the Visit Date attribute, which will be used to record the date on which the assessment occurred. This date
must exist on one of the required plates for the visit. DFdiscover uses all dates defined with the Visit Date attribute, so this is not a limiting specification. However,
the date specified here has priority and will be used for subject scheduling if more then one Visit Date is available for any assessment.

CRF Plates

The CRF plates definition for each visit includes required plates, optional plates, the display order in which these plates are to be listed in the subject binders, and
any plates that are submitted when a visit is missed. All relevant plates should be specified for each visit. This allows DFdiscover to generate a warning for any
plates that arrive unexpectedly. Any plate not listed as required, optional or a missed visit plate will be flagged as unexpected and listed by report DF_PTVvisits.

Plates in the required list are expected when the visit arrives, unless they have been made optional or unexpected by the conditional plate map. Similarly, plates in
the optional list are not considered necessary unless they have been made required by the conditional map. Plates that are required, after conditional plate map
actions have been accounted for, will be identified as missing if they have not arrived when other plates for that visit have been received. The type of plate(s)
received (optional, required or unexpected) does not matter. Arrival of any plate with a given visit number indicates that the visit has occurred and thus that all plate
requirements should be checked.

The check for required plates does not occur immediately. After all, if it did, DFdiscover would identify all but the first plate to arrive as missing as soon as the first
plate was entered into the database. Instead, missing plates and overdue visits are identified when the DF_QCupdate report is run. This can be scheduled to
execute automatically (using the UNIX cron process) or can be executed manually as deemed appropriate for the study.

If the clinical investigators know that a particular visit was missed and will never be made up they can notify the data management office (and DFdiscover) of this
fact, and thereby avoid receiving an overdue visit query, by submitting a missed visit report. When DFdiscover receives a plate that has been classified as a
missed visit plate for that visit, it considers the visit as completed even though none of the required plates have been received. For the blank missed visit plate to
appear in the subject binder in DFexplore, DFweb, or DFcollect, it must be included in the Optional field as well as the Missed Visit field in the visit map. If only
defined in the Missed Visit field, the missed visit report is expected to arrive as a paper CRF via DFexplore Image View only.

If this method of registering missed plates and visits is not used, it will be necessary to either record missed visits, when you learn of them, or require that
investigators submit all CRF pages for all assessments, including those which are missed or have not been completed.

Required and optional plates and their display order are entered into the visit map using the DFsetup Visit map view, as a list of comma or space separated values
and value ranges, like this 1-3,7,9,10-12,101, or this 1-37 9 10-12 101.

Display Order

Display Order allows you to customize page order within each assessment in the subject binders. Required and optional plate numbers may be specified here in
the order that you want them to appear in the subject binders.

Visit Map Examples

A Simple Visit Map

The following example shows a visit map as it appears in the configuration file DFvisit_map. It has a screening cycle, one in-study cycle and an end cycle. Each
cycle begins with a cycle definition record followed by one record for each of the cycle visits.

# 3 screening visits at 7 day intervals with a 2 day overdue allowance.
# The visit date is in field 10 of plate 1 for all 3 screening visits.

# Each screening visit has one required plate (plate 1), and

# no optional plates, and no missed visit plate
0|C|SCREENINGIS|0|O|N

91|X|Screen #1|1|10]00]0|1]|||

92|X|Screen #2|1|10|07|2|1]|||

93|X|Screen #3|1|10[14|2|1]]||

# There is just 1 in-study cycle, it is required and scheduled 7 days

# after termination of the screening cycle, with no overdue allowance.
# Plate 12 is a missed visit form which can be submitted at any visit in this cycle.
1|C|IN-STUDY VISITS|R|7|0|T

51|P|Pre-entry|3]10|-2|0|2,3||12]|
0|B|Baseline|3|10|0|0|4-9|101,105|12|

2|r|Baseline Lab Test|||0]0]21-23||12||

3|S|Month 3|5|10[91]05]|12]|

31-39|0|Interim Visit 3.%{S.2.1}|5|10|5||12]|

6/S|Month 6]5|10|183|0|5]|12]|

61-69|O|Interim Visit 6.%{S.2.1}|5]105||12]|

9|S|Month 9|5|10|274|0|5||12]|

91-99|0|Interim Visit 9.%{S.2.1}|5|10|5||12]|

12|T|Month 12|5/10|365|0]5||12||



100|E|Early Term|71(10/0]0[71]|12]|
210|R|Clinical Eval|72]10/0/0[72]|12)|
211|R|Subject Eval|73|10/30/0|73||12)|

# End cycle for unscheduled reports - death and adverse events
2|C|REPORTS|E|0|0|N

80|A|Death Report|9|10]0[0[99]|||

101-199|O|AE Report #%{S.2.2}|||0/0/98||||

Conditional Maps

Conditions can be specified for cycles, visits, plates and terminations, to override the visit map specification when the condition is met. By specifying a database
test in the appropriate conditional map, you can change any cycle, visit or plate to make it required, optional or unexpected; or indicate that subject follow-up
terminates on a specified visit. Conditions can thus override the initial requirement for cycles, visits and plates that were specified in the visit map.

Conditions are entered using the conditional: cycles, visits, plates and termination dialogs under the View menu in DFsetup. The setup files created by these views
are stored in the study /ib directory and are named: DFccycle_map, DFcvisit_map, DFcplate_map and DFcterm_map. Each of these files follows the same simple
structure.

Each condition begins with the definition of a database test, followed by a list of actions to be performed if the test is met. The actions relate to cycles, visits, plates
or terminations, depending on which conditional map is used, but the way in which the database tests are defined is the same for all of the conditional maps, as
follows:

« Lines beginning with a # are comments used to document the intent of each specification.

Conditions are composed of IF and AND statements each comprised of 5 fields separated by |.

Each condition begins with the keyword IF in the first field, followed by the visit, plate and field number of the database field to be tested. The 5th, and last
field, is the data value or values that make the condition true.

To evaluate a condition at multiple visits, a visit list comprised of one or more ranges and values separated by commas, e.g. 2,10-15,101-199,300 can be
specified in the visit field. An asterisk * can be used to evaluate the condition at all visits.

If the condition requires testing more than one data field, the IF statement may be followed by one or more AND statements, constructed just like the IF
statement except that the first field contains the keyword AND. When AND statements are used the condition is not met unless all of the AND tests evaluate
true.

The visit field in an AND statement can contain either a specified visit number or an asterisk *. If the visit in the IF statement is also specified with an asterisk
(*) then the AND condition is evaluated at the same visit that met the condition specified in the IF statement, otherwise such AND conditions are true if met at
any visit.

There is no OR statement; instead another condition can be specified. When multiple conditions are specified for the same event (cycle, visit, plate or
termination) they are evaluated in order and in the case of conflicts the last condition wins.

Each condition is followed by a specification of the effect it has on cycles, visits, plates or terminations when the condition is met. These specifications are
described in a separate section below for each of the 4 conditional maps, but first let's look at some example conditions.

Example conditions

# Condition is true if visit 0, plate 1, field 13 equals 1
IF|OJ1[13]1

# Condition is true if visit 0, plate 1, field 13 equals 1

# and visit 100, plate 20, field 25 is not blank

# and there is a valid date in visit 100, plate 20, field 26 that precedes 01/JAN/2004
# Note: date tests must be specified in the format used by the specified data field
IF|0J1[13]1

AND|100|20|25|!blank

AND|100|20|26|<01/JAN/2004

# Condition is true at visits 100 to 199 if plate 41, field 10 is greater than 2
# and at visit 1, plate 14, field 16 equals 1

# and at any visit plate 3, field 17 is less than 5

IF|100-199|41|10|>2

AND|1|14|16]1

AND[*|3|17|<5

# Condition is true at visit where plate 56, field 20 is not blank

# and at the same visit plate 56, field 21 is blank

# and at the same visit plate 55, field 16 has a value between 1 and 199 inclusive
IF|*|56|20|!blank

ANDI*|56|21|blank

ANDI*|55|16]1-199

See Conditional Tests for a description of the tests that may be specified in each IF and AND statement. The same tests can be used in all of the conditional maps.
Conditional Cycle Map

Each cycle defined in the visit map starts with a default requirement. The screening cycle, if present, is by default required for all subjects. Each in-study cycle is
defined in the visit map as required, optional or conditional. An optional cycle is converted to required if any of the visits defined in the cycle arrive. A conditional



cycle is unexpected unless it becomes required through a condition specified in the conditional cycle map. The end cycle, if present, is not required being just a
container for unscheduled visits.

Using the conditional cycle map the requirement for screening and in-study cycles can be changed from their default visit map setting to any of: required, optional
or excluded.

« required: Cycles that become required are due on their scheduled start date. However, abort dates take precedence over cycle conditions. Thus, if there is
an abort date for the subject that falls on or before the scheduled start date of the cycle, the cycle will be classified as unexpected and the visits in that cycle
will not be scheduled or classified as overdue.

optional: The possible due date for optional cycles is calculated by DF_QCupdate and is reported by DF_PTvisits but optional cycles are not required and
may be skipped. However, once a visit from an optional cycle arrives the cycle changes to required, and visit scheduling and visit requirement rules become
active for that cycle.

excluded: If a condition indicates that a cycle is excluded all visits in that cycle become unexpected. If any visit arrives in an excluded cycle the visit will be
flagged as unexpected and will be reported by DF_PTunexpected. The arrival of unexpected visits in an excluded cycle does not trigger visit scheduling
within the cycle, i.e. all visits remain unexpected.

If there is more than one condition for a given cycle and the conditions have different actions, e.g. one making the cycle required while another makes it excluded,
there is the potential for conflict, which will arise if 2 or more conditions having different actions are met. DF_QCupdate resolves such conflicts by applying the
action specified for the last condition met. Thus it is important to consider the order in which conditions are specified in the conditional cycle map. If necessary
conditions can be re-ordered within the Conditional Cycles view in DFsetup.

The following example illustrates how conditional cycle specifications are stored in DFccycle_map. It shows 5 conditions each followed by one or more action
statements. Each action statement consists of 2 fields. The first field indicates the action to be applied when the condition is met, and the second field indicates the
cycle or cycles to which the action is applied. If the first field contains a + (plus sign), the cycle(s) are required; a - (minus sign) indicates that they are unexpected,
and a ~ (tilde) indicates that they are optional.

A conditional cycle map with 5 conditions

# After screening visit 0 subjects proceed to:

# Cycle 1 if hypertensive, defined by: visit 0, plate 1, field 13 equals 1
# Cycle 2 if normotensive, defined by: visit 0, plate 1, field 13 equals 2
# Hypertensive subjects may then optionally proceed to cycle 3,

# but normotensive subjects never do

IF|0|1]13]1

+/1

_|2

~|3

IF|0]1]13|2

+2

-11,3

# Cycle 3 requirements depend on the final diastolic reading recorded at
# visit 19 of cycle 1, in field 22 of plate 9. Cycle 3:
# - is not to be done if then diastolic is less then 80
# ~ optional if the diastolic is 80-89

# + required if the diastolic is 90 or more
IF|19]9|22|<80

-3

IF|19]9|22|80-89

~3

IF|19]9/22|>89

+|3

In this example visit 19 only occurs in cycle 1, thus the last 3 conditions will only be applied to subjects who were hypertensive at screening as these are the only
subjects who enter cycle 1. Note that the first condition indicates that cycle 3 is optional for hypertensive subjects and that this can be changed by conditions 3 and
5. Remember that conditions are applied in the order in which they are defined in the conditional map, and that if conflicts arise the last condition wins.

This example is a little over specified. For hypertensive subjects, the first condition makes cycle 3 optional, as does the 4th condition. Thus the 4th condition is not
really necessary. While this will not lead to errors it will have an impact on processing time and thus in general should be avoided.

DFdiscover report DF_ICvisitmap checks the conditional cycle map for syntax errors, and DF_SSvisitmap can be used to produce a numbered list of the
conditions, according to the order in which they are defined in DFccycle_map. Cycles effected by the conditional cycle map are indicated on the report produced by
DF_PTvisits with a CC#[rox] tag, where # is the condition order number, and the suffix r, o or x indicates whether the cycle became required, optional or excluded
respectively, when the condition was met.

Conditional Visit Map

Each visit defined in the visit map starts with a default requirement, which is either optional (visit types O, E, A) or required (all the rest). Using the conditional visit
map the requirement for any visit can be changed to any of: required, optional or excluded.

« required: Visits that become required are due on their scheduled due date if they have one. This is not the case for optional visits (O, E, A), as these visits
are not scheduled. Instead, optional visits become due immediately on being triggered by the conditional visit map, provided they are in a cycle that has
already started. If the cycle has not yet started, these visits will become required as soon as any other visit in the cycle arrives.

If the subject has an abort or cycle termination date that falls on or before the scheduled due date for the visit, the visit will be classified as unexpected and
will not be scheduled or classified as overdue. However, cycle termination and abort dates have no effect on optional visits that become required via the
conditional visit map. Such visits are considered overdue regardless of when the termination occurred.

If the conditional cycle and visit maps conflict, which one wins? An important point to remember is that the conditional visit map can only make visits required,



not cycles, and that cycle requirements override visit requirements. Thus, a visit made required by the conditional visit map does not automatically make its
cycle required, and in fact if the cycle is unexpected, the visit will also be considered unexpected, despite the conditional visit map calling it required.

« optional: The conditional visit map may be used to change a required or unexpected visit to optional. If a previously required visit is made optional it will be
scheduled using its visit map scheduling specifications, but it may be skipped and will not be called overdue if it does not occur.

o excluded: If a visit that has been excluded by a condition arrives, it will be flagged as unexpected and will be reported by DF_PTunexpected.

If there is more than one condition for a given visit and the conditions have different actions, e.g. one making the visit required while another makes it excluded,
there is the potential for conflict, which will arise if 2 or more conditions having different actions are met. DF_QCupdate resolves such conflicts by applying the
action specified for the last condition met. Thus it is important to consider the order in which conditions are specified in the conditional visit map. If necessary,
conditions can be re-ordered by editing DFccycle_map directly.

Conditional visit map action statements have the same syntax as described above for the conditional cycle map, except of course that the second field contains a
list of the visits (not cycles) effected by the action. When the first field contains a + (plus sign), the visit(s) are required; a - (minus sign) indicates that they are
unexpected, and a ~ (tilde) indicates that they are optional.

Conditional visit map action statements support one feature not supported by any of the other conditional maps. This is the ability to use the key word value, which
is interpreted as the value of the data field, tested by the IF statement, to define the list of visits effected by the condition. The following example illustrates how
conditional visit specifications using this feature would appear in DFcvisit_map.

Check for Expected AE Reports

# Adverse Event reports use visit numbers 5001-5999, where the

# last 3 digits correspond to the AE Report# recorded on AE forms.

# At each follow-up visit investigators are asked:

# Has the subject had any adverse events since the last visit?

#[Ino [lyes -> specify AE report#s: [[[1[1to [I[ 1]

# The AE report numbers are recorded in fields 12 and 13 on plate 101.
IF*|101]12|>0

+/5001~5000+value

IF|*|101]13|>0

+|5001~5000+value

This example shows how the conditional visit map can be used to make sure that all event reports are received. Typically event reports are numbered sequentially
and the event number determines the DFdiscover visit number. In this example the visit number = 5000 + the AE report number. Consider the first condition. It will
be true, if at any visit, field 12 on plate 101 contains a value of 1 or more. The following action statement indicates that when this is true, visits 5001 to 5000 + the
value in field 12, are required. Thus if the value in field 12 is 7, visits 5001-5007 will become required, and DFdiscover will create an overdue visit query for any
assessment in this range that is missing.

If investigators are instructed to complete both fields 12 and 13, even when only one adverse event has occurred, then only the second condition would be
required, as field 13 must be at least as large as field 12, making the first conditional test unnecessary.

Note that when both tests are specified, as above, each visit in the first range will be tested again in the second range (e.g. if AE#s 6 to 7 are recorded, 5001-5006
is include in 5001-5007). So if AE 4 for example is missing does this mean that DFdiscover will generate 2 overdue visit queries for visit 50047 Of course the
answer is no. The reason has to do with how DFdiscover processes this information. First visit requirements are established by evaluating the visit type and all
conditional visit map tests. Remember that when multiple tests apply to the same case the last test wins. So there is only ever one result from any set of
conditional specifications. Then if the visit has been determined to be required DFdiscover checks to see if it is overdue.

Check for Missing AE Visit Numbers

This feature can also be used to ensure that all visits in a sequential series are received, by checking for all lower visit numbers, as illustrated in the following
example.

# Adverse Event reports use visit numbers 5001-5999 in sequential order.

# These visit numbers, like all DFdiscover visit numbers, appear in field 6.

# AEs are reported on plate 101.

# If for example report 5012 has arrived, 5001-5012 should all be in the database
IF|*|101|6|>5001

+|5001 ~value

These 2 examples illustrate the 2 supported uses of the value keyword. These are the only supported uses. No other mathematical manipulations are allowed.

Use DFdiscover report DF_ICvisitmap to check the conditional visit map for syntax errors, and DF_SSvisitmap to produce a numbered list of the conditions,
according to the order in which they are defined in DFcvisit_map. Visits effected by the conditional visit map are indicated on the report produced by DF_PTvisits
with a CV#[rox] tag, where # is the condition order number, and the suffix r, o or x indicates whether the visit became required, optional or excluded respectively,
when the condition was met.

Conditional Plate Map

For each visit, a list of required and optional plates is defined in the visit map. Think of this as the default plate requirements. Using the conditional plate map the
requirement for any of these plates can be changed to required, optional or excluded.

Plate requirements for each visit are checked by DF_QCupdate if at least one plate is found for that visit in the study database. Each visit found in the database is
checked regardless of whether the visit was required, optional or unexpected. Missing plate queries are created for any required plate that is missing, but queries
are not created automatically for unexpected records. Instead these cases are written to the DFdiscover retrieval file DFunexpected.drf and displayed by
DF_PTunexpected. These tools should be used to review the unexpected cases so that the appropriate action can be taken. At one extreme unexpected records
may arise because of a simple data entry error and at the other extreme they may identify a serious protocol violation that requires personal attention.




IMPORTANT: DFunexpected.drf may contain multiple entries for the same set of keys. This is because a plate may be rendered unexpected by a condition
being met in the conditional plate map and the conditional visit map. In DFexplore, an unexpected plate can only be retrieved once in a given set of records,
regardless of the condition that made it unexpected.

If the conditional plate map contains multiple conditions affecting the same plates at the same visits it is possible for conflicts to occur. One condition might indicate
that a plate is required while another indicates that it is optional or excluded at the same visits. DF_QCupdate evaluates conditions in the order in which they are
defined in the conditional plate map, and for each action the last condition that is met wins. It is thus important to consider the order in which conditions are defined
in the conditional plate map if different actions have different consequences for a given visit/plate combination.

In a conditional plate map, the action statements begin with either +, -, or ~ (for required, unexpected and optional respectively), followed by a visit number, a visit
list or * (asterisk). This indicates the type of action and the visits to which the action is to be applied. The second field, following the |, is the list of plates affected by
the condition at these visits.

An asterisk, in place of a visit number or list, in the first field of an action statement, indicates that the action is to be applied to the visit at which the condition was
met. If the condition includes AND statements it is possible for the visits referred to in the IF and AND statements to differ. When this occurs the condition is
classified as having been met at the visit referenced in the IF statement. Thus when using * to indicate that plates are required at the visit on which the condition
was met make sure the appropriate visit is referenced in the IF statement.

Conditional plate map with 2 conditions

# For follow-up visits 3-12 and 16 performed after Dec 31,2003

# a new form, plates 216-218, is required.

# This form did not exist prior to this date and thus would be unexpected
# for follow-up visits performed before Jan 1, 2004.

# The visit date is recorded in dd/mm/yy format in field 10 of plate 200

# at each of these follow-up visits.

IF|3-12,16|200|10|>31/12/03

+*216-218

IF|3-12,16]|200|10|<01/01/04

-*|216-218

The first entry in the example above specifies that, for visits 3-12 and 16, plates 216-218 are required if the condition is met at that visit; and the second condition
indicates that, for visits 3-12 and 16, plates 216-218 are not expected when the second condition is met at that visit. If plate 200 is only used at visits 3-12 and 16,
the above specification could also be entered as shown below using an asterisk instead of a visit list in the condition specification. The following conditional plate

map entries would then be equivalent to the entries above.

# For all follow-up visits performed after Dec 31,2003

# a new form, plates 216-218, is required.

# This form did not exist prior to this date and thus would be unexpected
# for all follow-up visits performed before Jan 1, 2004.

# The visit date is recorded in dd/mm/yy format in field 10 of plate 200
# at each of these follow-up visits.

# Plate 200 is only used at follow-up visits (3-12 and 16).
IF|*|200[10|>31/12/03

+*[216-218

IF|*|200[10|<01/01/04

-*|216-218

Conditional plate map specification with multiple actions

It is possible to indicate that a condition met at one visit has implications for many other visits, and also to indicate that the condition has more than one
consequence. These features are illustrated in the following example in which a long or short version of a cardiovascular disease (CVD) evaluation form is to be
used for subjects entering the trial with different CVD histories. The following specifications will make the appropriate plates required for each subject, will result in
missing page queries if they do not arrive, and will also result in cases being put on the unexpected list if the wrong form is used for any subject.

# For subjects with a recent history of heart disease or stroke

# (field 22 on plate 15 at baseline visit 10 equals 2), the Long CVD Evaluation
# form (plates 60-66) is required at each follow-up (visits 20-80).
IF|10|15|22|2

+20-80|60-66

-20-80|67-68

# For subjects without a recent history of heart disease or stroke

# (field 22 on plate 15 at baseline visit 10 equals 1), the Quick CVD Evaluation
# form (plates 67-68) is required at each follow-up (visits 20-80).

IF|10[15|22|1

-20-80/60-66

+20-80|67-68

Use DFdiscover report DF_ICvisitmap to check the conditional plate map for syntax errors, and DF_SSvisitmap to produce a numbered list of the conditions,
according to the order in which they are defined in DFccycle_map.

Conditional Termination Map

The conditional termination map is used to specify database conditions that indicate that follow-up has terminated, either for the current cycle, or for all cycles.
Conditions are specified as for all other conditional maps, using IF and AND statements, and each condition is followed by a single action which can be either: A, to
indicate that all follow-up is aborted when the condition is true, or E, to indicate early termination of the cycle in which the condition is met. Both of these uses are
illustrated in the following examples.



Conditional termination map with 3 conditions

# During screening subjects abort (do not proceed to any in-study cycles)
# if any of the 3 eligibility questions (fields 14-16 on plate 1 at visit 0)

# is answered no (which is coded 1)

IF|0|1]14[1

A

IF|0|1]15[1
A

IF|0|1[16]1
A

# The trial consists of several treatment cycles, each of which may end early.
# A question represented by field 33 on plate 20 at each follow-up visit asks:
# "Is the subject continuing with this course of treatment?"

# If the answer is no (code 1) the cycle terminates at that point

# and the next cycle is scheduled.

IF|*|20|33|1

E

When termination occurs the visit date of the visit at which termination was triggered becomes the abort or early cycle termination date, and is used like any other
termination date to decide whether other visits are still required. Visits scheduled after a termination date are not required but those scheduled prior to termination
are still expected and will be called overdue if they have not arrived.

Use DFdiscover report DF_ICvisitmap to check the conditional termination map for syntax errors, and DF_SSvisitmap to produce a numbered list of the
conditions, according to the order in which they are defined in DFcterm_map. Visits at with a conditional termination has been triggered are indicated on the report
produced by DF_PTvisits with a CT# tag, where # is the condition order number.

Early Termination Plates

In addition to defining visits which signal termination (T, W, E, A, and F), it is also possible to define plates that signal early termination. Such plates can be
identified by selecting > in DFsetup. However, plates can only be marked as indicating early termination of the cycle with which they are associated.
Thus they are like termination (T) and early termination (E) visits. They cannot be used to define an abort event, like final (F) and abort (A) visits.

Arrival of an early termination plate terminates the cycle that contains the visit number on the early termination plate. Since plates which signal early termination
only terminate the cycle they are associated with, it would be inconsistent to include such plates in an abort (A) visit. It would also be inconsistent to specify an
early termination plate in the required plate list for a visit, except perhaps for an early termination (E) visit.

Missed Visit Plates

In many clinical trials it is useful to design a special form that can be used by the clinical sites to report missed visits. Such forms can typically be a single CRF
plate and need little more than a place to record the reason for the missed visit. The key to making this work is to make sure that the clinical sites enter the visit
number of the missed visit in the visit key field at the top of the form before they submit it. This is how DFdiscover knows which visit was missed. Also, the plate
number of this form must be registered in the visit map, as the missed visit plate, for each visit at which it is allowed to be used.

When a registered missed visit plate arrives DFdiscover will stop generating overdue visit and missing plate queries for that visit, and will remove any such
queries that might already exist in the database.

If a missed visit plate arrives that has not been registered in the visit map as a missed visit plate for that visit, DFdiscover will mark the plate unexpected, and will
not classify the visit as missed.

If missed visit plates will only be submitted as paper CRFs and entered via Image View in DFexplore, the missed visit plate only needs to be specified in the

Missed Visit field in the visit map. If missed visit plates may be completed via EDC in DFexplore, DFweb, or DFcollect, the missed visit plate must be specified in
both the Optional and the Missed Visit fields in the visit map.

Implementation & Scheduling Rules

So far in this chapter we have described the separate components that comprise the subject visit scheduling specifications, and the rules that govern how each
component works. In this final section we describe when and how these rules are implemented and some additional rules related to how they work together.

DF_QCupdate

NOTE: Beginning with DFdiscover 2018 Version 5.1.0, implementation of user-defined schedule rules is handled in the Schedule View of DFexplore. That
implementation is quicker to update, providing feedback about subject schedule, missing data and overdue status in a near real-time fashion.

DF_QCupdate will be deprecated in a future release and is provided for users so that they can transition their study schedule monitoring tasks to Schedule
View.

A report that implements the scheduling rules is named DF_QCupdate. Each time it is executed it reads the current study setup files to identify the visit date fields
and current visit scheduling requirements, and then updates each subject in the database with regard to: visit scheduling, overdue visit queries, missing plate
queries, and the arrival of unexpected visits and CRF plates. If errors have been made in the scheduling specifications, or specifications need to be added,
dropped or changed, simply modify the appropriate setup specifications and re-run DF_QCupdate

An obvious limitation of this reliance on DF_QCupdate is that information regarding subject scheduling is only up to date immediately after DF_QCupdate is
executed. Subsequent changes to the study database will not be reflected until the next execution of DF_QCupdate. Thus it is important that DF_QCupdate be
run before creating Query Reports for distribution to the clinical sites, or before creating internal reports related to visit scheduling if such reports need to be right



up to date. One way to mitigate this limitation is to run DF_QCupdate in a UNIX cron job at specified times of the day.
Termination of Subject Follow-up

The screening and in-study cycles consist of an order sequence of visits that must be terminated either by reaching the planned termination visit within each cycle
or by terminating the cycle early. Sometimes a clinical trial needs the ability to terminate a cycle early so another cycle can begin, or to terminate all follow-up
because some event has occurred which withdraws the subject from the trial. DFdiscover recognizes a termination event in each of the following ways:

« Visit Type (see Visit Type)
Arrival of any of the following visit types signals termination of follow-up as of the visit date for that visit, defined using the special DFdiscover Visit Date
attribute. The first 3 visit types, T,W,and E, terminate follow-up only for the cycle in which they are defined. A screening visit, X, only terminates the screening

cycle if it is the last required screening visit in the screening cycle. A baseline visit, B, only terminates the cycle in the special case where it is the only visit
defined in the cycle. Arrival of either of the last 2 visit types, F and A, terminate all further follow-up for all cycles.

o T - scheduled cycle termination

o W - scheduled cycle termination within a calendar window
o E - early cycle termination

o X - the last required screening visit in the screening cycle

o F - termination of the final in-study cycle, ends all follow-up

o A - abort all follow-up

Early Termination Plate (see Early Termination Plates)

Using the plate dialog of DFsetup any plate can be classified as signaling early termination of the cycle in which it is received. This designation is typically
used for special study forms designed to record cycle termination events like treatment failure or intolerable side effects. Termination is deemed to have
occurred at the visit number recorded on the early termination plate, and the visit date for this visit, defined using the special DFdiscover Visit Date attribute,
is used as the termination date.

Conditional Termination Events (see Conditional Termination Map)

Using the conditional termination map, database conditions can be defined that indicate either that cycle follow-up terminates, or all follow-up terminates, as of
the visit at which the specified condition was met. Again, the visit date for this visit, defined using the special DFdiscover Visit Date attribute, is used as the
termination date.

If termination occurs at more than one visit within a cycle, the earliest termination date will prevail. Typically this will mean that the second termination visit is
unexpected because it occurred after the cycle had already terminated.

If an abort date exists that precedes the scheduled start date for a cycle, the cycle termination date is set to the abort date, indicating that the cycle was terminated
before it became due.

Effect of Early Termination on Visit Requirements

DF_QCupdate considers all termination events when deciding whether a visit is overdue. Two rules are applied, one relating to visit order as defined in the visit
map, and the other relating to visit scheduling. These rules apply to all termination events regardless of how they arise (i.e. whether by visit type, an early
termination plate, or a conditional termination map specification).

The first rule specifies that when a termination event occurs within a cycle, visits that follow the terminating visit in that cycle become unexpected. This rule applies
to both scheduled and unscheduled visits up to and including the planned type T or W cycle termination visit. But, it does not apply to unscheduled visits (if any)
that are positioned after the planned cycle termination visit. Such unscheduled visits, will not be called unexpected if they arrive after the cycle has terminated.
Also, if these visits become required by a conditional visit map specification they will be called overdue if they have not arrived, even if the cycle has terminated.

The second rule, related to visit scheduling, states that when a termination event occurs, any scheduled visits that have not yet arrived are called overdue if they
were due prior to the date of termination, but not if they were scheduled to occur on or after the termination date. For example, if the planned cycle termination visit
is performed early, the cycle will terminate as of the date on which the visit was performed and any visits scheduled to occur prior to that date will no longer be
required, and in fact will be flagged as unexpected should they arrive.

Visits that are reported as having occurred after a termination event will be flagged as unexpected in the DFdiscover retrieval file . This also applies to a second
termination visit if it occurs after the subject has already terminated. All unexpected data records flagged by DF_QCupdate, including visits that occurred after
termination, can be reviewed using DFexplore or DF_PTunexpected.

Optional visits defined in the end cycle are unscheduled and thus are not subject to the timing of termination events, including a final abort event. Consequently, if
such visits become required because of a conditional visit map specification they are required regardless of the timing of termination events.

Identification of Missing Pages

For each subject, a missing page query is created by the DF_QCupdate report for each required plate that is missing for each visit found in the database. If the
visit exists in the database, its visit requirements, as defined in the visit map and conditional plate map, will be applied. It does not matter whether the visit was
required, optional or unexpected.

The trigger for missing page checks is the existence of the visit in the database. Thus a conditional plate map specification that makes a plate required will only
become active once the visit arrives, i.e. once at least one plate is entered into the database for that subject with that visit number.

Conditional plate specifications that make a plate required at some visit do not imply that the visit is also required. Instead they only indicate that the plate is



required should the visit arrive. The conditional visit map must be used to specify conditions that make a visit required.
Conditional Cycles and Conditional Visits

The requirement for cycles and visits can be modified independently using the conditional cycle and conditional visit maps. Thus we need rules that define how
cycle and visit requirements interact when they are in conflict. The basic rule is that cycle requirements win out over visit requirements. Making a visit required
does not imply that the cycle is required. If a cycle is excluded by a conditional cycle map specification, all visits in that cycle become excluded regardless of any
conditional visit map specifications.

Visit requirements within a required cycle kick in when the cycle becomes due, and visit requirements within an optional cycle kick in when the cycle starts.
Essentially an optional cycle that starts becomes required on being used. Visit requirements never kick in for an unexpected cycle, because cycle requirements
trump visit requirements. All visits in an unexpected cycle are automatically called unexpected as well.

CRF Design Guidelines

Each DFdiscover database requires a set of Case Report Forms (CRFs). CRFs can be created in a page design package like FrameMaker, InDesign, etc. or
created directly in DFsetup as an eCRF. This section applies primarily to CRFs created using the former method, not the latter. The study CRFs are used in the
following ways:

¢ When setting up a new study the CRFs are imported into DFsetup and used to define the size and location of each data field, as well as the field properties:
name, description, legal range, etc. Each unique CRF page (aka a 'plate’) corresponds to a database table, and becomes the background screen for data
entry in DFexplore and DFweb.

« At the clinical sites paper CRFs may be used as data collection forms on which subject data is recorded and then submitted as images to DFdiscover.

« Alternatively CRFs may be used as work sheets on which subject data is recorded prior to using DFexplore or DFweb to enter the data directly into the study
database over the internet.

When designing CRFs it is important to remember that they may serve both as paper data collection forms and as the background screens for data entry. For
example, if you plan to include 'hidden fields' on a data entry screen, to be seen and used by designated staff for coding or other purposes, blank space must be
provided on the corresponding CRF page where you want these fields to appear.

Scanned paper CRFs can be read by the DFdiscover intelligent character recognition (ICR) software to create an initial data record as soon as they arrive.
Handwritten numbers, dates, check boxes and visual analog scales can be read by ICR but any handwritten text must be entered manually in DFexplore or
DFweb. ICR accuracy can be maximized by following the CRF guidelines described in this section.

CRF Plates

A plate is a single page data collection form having unique data field content and layout. Each plate corresponds to a study database table used to store the
subject data records. Most studies will not use more than 30-50 plates, but some plates may be repeated because the same data is collected at different visits or
for events that may occur more than once.

DFdiscover supports plates in portrait orientation only and expects all plates to be 8.3" to 8.5" wide. Length may vary anywhere from 4.75" to 11.69" (A4).

Each plate must be assigned a unique number, in the range 1-500. Unless otherwise specified in the Page Map configuration file, DFexplore, DFweb and
DFcollect displays CRF pages within each assessment in the subject binders sorted in ascending numerical order by plate number.

Barcodes

A barcode must appear at the top of any CRF pages that will be submitted as images. We recommend adding barcodes to all CRF pages including pages to be
entered directly using DFexplore, as this allows the CRFs to be collected by image should the need arise. A CRF barcode has the following components that can
be created using DFbarcode described in Barcoding User Guide.

« A registration line, 7.5" long by .0625" wide, located .5" from the top of the page and .5" from the left edge of the page. It is used to locate the top of the page
and de-skew it if needed. Although titles (e.g. study name) may be printed above the registration line this area is not preserved on either the DFexplore data
entry backgrounds or any submitted CRF images received by DFdiscover.

o A 3 part barcode located below the registration line, which includes the study database number (1-255) and plate number (1-500), followed optionally by an
assessment or visit number (0-511). A visit number can only appear in the barcode on plates collected at only one visit.

The following examples illustrate the registration line and barcode created by DFbarcode. For those interested in the details:
o The keys are binary numbers represented by 8 bars for the study number and 9 bars each for the plate and visit numbers.
e Each '1"in a binary number is represented by a black bar .12" wide, and each '0' is represented by a black bar .04" wide.
o Each bar is .25" high.

« The first bar of the study number is positioned with its upper-left corner exactly 0.5" right and 0.125" down from the upper-left corner of the top of the
registration bar. The remaining bars are positioned from left to right with their left edges on 0.25" intervals.

Example A barcode containing study, plate and visit numbers


https://www.dfnetresearch.com/wp-content/uploads/dfdiscover/5.11.0doc/barcodingman/html/barcodingman.html

DrataFax #139 Flate 070 Wigt0o1

Fatentioe L1 T[]

Example A barcode containing study and plate numbers only

TN

DrataFax #139 Plate 070

patientips [ [ 1 T 1]

The labels below each component of the barcode identify the key fields so they can be easily read if a page ends up in the unidentified image router and needs to
be identified manually.

Key Fields

As can be inferred from the preceding description of CRF plates, each data record and each submitted CRF image in a DFdiscover study database is identified by
4 numeric keys: Study#, Plate#, Visit# and Subject ID.

Study Number

The study number identifies a DFdiscover database. It appears as the first value in a CRF barcode. Some research projects may require more than one database
and thus have multiple study numbers. Study number 254 is used by the DFdiscover Acceptance Test Kit (ATK).

Plate Number

The plate number identifies each unique CRF page and database table. It appears as the second value in a CRF barcode. Numbers 1-500 may be used to define
study CRFs. Numbers 501-511 are reserved for metadata and Query Reports and plate 0 refers to records in the new image queue.

Visit/Sequence Number

This key field identifies instances of a plate that may recur for: different clinic visits, subject assessments, hospitalizations, adverse events, etc. It may appear as
the third and final value in the barcode on plates that occur at one visit only, or as the first data field (field #6) on the CRF page.

When included in the barcode visit numbers can range from 0 to 511, and when included as the first data field can range from 0 to 65535.

Scheduled clinic visits are typically numbered sequentially from 0 or 1 to some final visit number, or using some meaningful coding scheme, e.g. by follow-up day,
week or month. Alternatively planned visits might be numbered 0, 10, 20, etc. to leave gaps for extra visits or possible repetitions of an assessment.

Sequence numbers above the final scheduled follow-up are typically used for numbered reports, e.g. adverse events might be numbered 101-199 in a study
ending with a follow-up visit number < 101, where no more than 99 AEs are expected for each subject.

Subject ID

The Subject ID is the fourth and final DFdiscover key field. It must appear as a numeric data field immediately following the visit or sequence number. It cannot
appear in the barcode. If possible ID numbers should begin with the site number, e.g. 22001 for the first subject at site 22. This makes it easy to record the legal
subject IDs for each clinical site, e.g. 22001-22999.

Subjects cannot be identified by more than one ID field thus it is not recommended to use different ID numbers for different phases of a study, e.g. screening vs. on
study vs. post study follow-up.

For presentation purposes, Subject Alias Map can be defined, expanding the possibilities.
Visit Dates

The study CRFs must include fields that can be used to record the date on which each visit occurred and on which subject follow-up was terminated (see Visit
Dates.

General CRF Design Guidelines

Font and Point Size

o Arial, Helvetica or Times-Roman fonts are transmitted/scanned with little distortion.
¢ Header labels should be in 12 to 14 point and possibly in bold.

 Choice or coding labels, as well as footnotes, should be in 9 or 10 point and possibly italicized.
Line Weight

Each digit in a numeric or date field, and each option in a check or choice field must be enclosed in a bounding box if it is to be read by the ICR software. These



boxes must be visible without gaps when displayed at 100 dpi resolution on screen in DFexplore. To accomplish this line weights for drawing boxes, and visual
analog scales should be 1-2 points wide.

Box Size and Position

DFdiscover ICR is able to read handwritten numbers provided they are written inside boxes between .20" and .30" per side. Smaller sizes (down to .15" per side)
are allowed but ICR accuracy will be reduced. The boxes do not need to be square, but the horizontal dimension should never exceed the vertical dimension, and
adjacent boxes in multi-digit fields must share the adjacent vertical edges as shown in the following example.

LITT]

Space may appear between parts of a field, e.g. to separate the integer and decimal parts of a real number, but the gap should be no more than half the box width
(see examples below).

ICR is accurate for check and choice fields using boxes between .15" and .25" square.

A .25" space in front of each data field and check box will reduce the risk of it being obstructed when the ICR tries to locate it. It is best to place text labels to the
right of check boxes. These guides are illustrated below.

TR TE-TS e D yes D na
2. Mo history of M in past B months l:‘ yes D no
Lines and Decorations

Whether or not logos are placed at the top of pages, and bounding boxes or shading are used to group data fields is a matter of taste, but care must be taken to
avoid interfering with the barcode and with the ICR software's ability to locate data fields. Beware of the following problems:

Shaded areas, logos, and lines drawn around sections of the page should be avoided as they take longer to transmit, may transmit poorly, and increase the
disk space required to store the CRF images.

Shading can be particularly problematic and should be avoided or done in a very light color and tested to demonstrate that it will be dropped by scanners or
fax machines. Otherwise the ICR software may fail to locate data fields on the page starting from the point at which it was confused by the shading.

If the barcode is obstructed, submitted CRF images may end up in the unidentified image router resulting in the need for manual identification of submitted
CRF images.

If there is a horizontal line at the bottom of the page it may sometimes be confused with the registration line at the top of the page resulting in a submitted
CRF image being flipped upside down.

If bounding lines coincide or come close to the edge of a data field the ICR software may not be able to locate the field resulting in the need for extra manual
data entry.

Failure to locate a field may result in the ICR software giving up on all subsequent fields on that page.
CREF Instructions

Long instructions should be placed on facing pages and not on the CRFs transmitted to DFdiscover. This reduces the clutter on the CRF and the data entry
screen, reduces image transmission time, and saves disc space when the CRF images are stored.

Supported Field Types

Check

A check field consists of a single box, 1/8" to 1/4" square that can be checked or left blank. ICR accuracy is better if the box is not too small; 1/6" is the
recommended minimum length per side.

Example Check field example

l:‘ | have verified the contents of this form Signature:

Choice

A choice field consists of two or more response options each represented by a box 1/8" to 1/4" square, where only one box may be checked. A maximum of 98
choice boxes may be used for each choice field.

The response options may be laid out horizontally, vertically or in a grid as illustrated below. Remember to leave 1/4" white space before each box, and to position
choice labels to the right of each box.

Example Choice field example

l:‘ < §10,000 () l:‘ F10,000- 313,393 (2) D B20,000- 323,333 (3

D $20,000- F28,299 () D =E40,000 (5



Numeric

Numeric data fields are used to capture integer and real numbers.

Example Numeric field examples

4-digitnumeric field (TTT] arsineral 0.
Terperature D:D DE'FXE

In some cases you may want to pre-print fixed values into some or all of the boxes of a numeric field. Avant Garde-Book, 18-point is recommended for maximum
ICR accuracy, with CG Omega or Century Gothic being the next best choice. Make sure each digit is printed in the center of each box; do not touch box edges.

In addition to font type and point size, the following attributes should be specified for pre-printed numbers.
e Angle = Regular
o Weight = Regular
¢ Variation = Regular
o Color = Black
e Spread = 0.0%
o Stretch = 100.0%
ICR accuracy is particularly sensitive to the degree of stretch.
Pre-printed numbers can also be placed in a single bounding box as shown below.

Example bPre-printed numbers in a single bounding box

Accuracy is best if the box height is 1/3" and Avant Garde-Book, 18 point font is used with a spread of 15-20% to provide clear separation between the digits.
Testing has shown this to be very accurately read by the ICR software with an error rate of less than 1 per 1000 data fields.

Date

Dates may be composed of a 2 or 4-digit year, a 2 digit or 3-character month, and a 2-digit day in any order. If characters are used for month only the English
abbreviations, JAN, FEB, etc. may be used, and only uppercase is read by the ICR software. Each digit or letter of the day, month and year must appear in a
separate box. Space or delimiters may appear between the day, month and year components as illustrated in the following examples.

Example Date field examples

patcorsicn [ [ [ [ [ ]

year womh  day

AssessmerﬁDanal | | H:\:H | | ‘ |

ot day year
Date Formwas Completeg |1 'L 1 1 1'[ 1]
day ot year

Time

Times may include a 2-digit hour (24 hour clock), 2-digit minute, and optionally a 2-digit second field. Times must be in the range 00:00:00-23:59:59. Each digit
must appear in a separate box. Colon delimiters may appear between the hour and minute component and the minute and optional seconds component.

Example Time field example
Time (hh:mm) D]D]

Text

Text fields have few restrictions except that the DFdiscover field delimiter | cannot be used and the total length of a data record including all fields and delimiters
cannot exceed 16384 ASCII characters (or 4096 UNICODE characters). Text is never read by ICR but can be entered manually in DFexplore.

A text field is usually represented by one or more horizontal lines. The length of each line should be indicative of the maximum response length, and inter-line
spacing should be .25" to .30". Long responses requiring several lines may be defined as multiple fields or as one field.

Text field example



Fleasze describe the patient's symptoms:

Text fields used to enter a small fixed number of characters should use either 0.25" square boxes or horizontal lines with half-height ticks as illustrated below. ICR
does not read any text field including these.

Fixed Text field example
mials L L1 1 OR  initials LL_1 1

Visual Analog Scales (VAS)

Visual analog scales can be used to collect a response indicated by a vertical line drawn by the subject across a horizontal scale. This is converted to a numeric
value equal to the percentage of the scale range at which the response line was drawn, calculated from the left end. Small vertical tick marks may be placed at the
ends and other points along the scale, but they must be smaller than the response line drawn across the scale.

VAS field example

Fain  Absant L 1 Wy Severs

Printing

It is essential that each CRF page be printed without shrinkage, stretching or any other distortion. This is required both for the routing of CRFs to the correct study
database (using the registration line and barcodes), and to maximize the accuracy of ICR. Failure to get the CRFs printed faithfully can defeat much of the
automated processing that DFdiscover performs, and leave staff with more CRF pages to identify manually and more data entry to perform.

CRF Design Limits

The table provides a concise listing of DFdiscover limits and formats relevant to CRF design.

Case report form design limits



Description Limit Comments
The suggested range for study numbers is 1-249 as
study numbers of 250-255 are reserved for
. ) DFdiscover test and validation studies (e.g. ATK =
DIl Sy Loz B 254). With the appropriate license, it is possible to
extend the range of study numbers to include 256-
999, for EDC studies.
Plate Number 1-500
Visit/Sequence Number 0-511 if included in the barcode
0-65535 if included as the first data field on the plate (field #6)
This limit applies to the site ID only. A subject ID# may
Site ID 0-21460 be concatenated to the site ID to obtain the fully-
specified subject ID.
Subject IDs are (often) composed of site ID + subject
#. In this case the limit applies to the concatenated
Subiect ID 0- value of the two. The Subject ID number must always
! 281474976710655 | be defined as field #7 using DFdiscover schema
numbering. For presentation purposes, Subject Alias
Map can be defined, expanding the possibilities.
Page Size 8.3-8.5" wide by US Letter, European A4 and half page lengths are
9 4.75-11" long supported. Landscape orientation is not supported.
. » minimum on all FDA Guidelines recommend a
Page Margins 0.5” edges - " !
minimum of 1.0” margins.
Line Weight 1.0 point A minimum line y{elght of 1.0 is recommfended for data
field boxes to minimize scanning resolution problems.
Each box holds a single digit (for numeric fields) or
Box Size for Numeric and Date Fields .20-.30" digit/character (for date fields). For 3 character months
use .25" square boxes to maximize ICR accuracy.
Box Size for Choice and Check Fields {5-.05" ICF}' requires square check boxes and suffers below
.15" per side.
Number of Choice Boxes per Choice Field 2.98 Each check box should be preceded by at least .25" of

white space.

Number of Check Boxes in a Check Field

1

Length of Text Lines

maximum depends
on page margins

e.g. 7.5" max for pages 8.5" wide with .5" margins

Vertical Spacing Between Text Lines

.25-.30”

.25" is the minimum for stacked text fields

Visual Analog Scale (VAS) length

maximum depends
on page margins

by convention VAS scales are typically 10 cm long.

VAS Tick Marks

.125” maximum

vertical tick marks on a horizontal VAS may appear
anywhere: ends, mid point, etc.

Appendix

Data Types

DFdiscover supports 7 data types:

¢ Number: Use the numeric type for both integer and fixed-point real numbers, signed or unsigned. When scanned images of paper CRFs are submitted for
data entry, data fields based on this data type can be read by DFdiscover's intelligent character recognition (ICR) module. Signed numbers require a special
format for ICR (see Specific Properties for Numeric Fields). The largest permitted value for a numeric field, up to 10 digits (including the leading signs and the

decimal points), is the maximum 32-bit unsigned number, or 2147483647. Subject IDs (field 7) are 48-bit values, up to 15 digits long with a maximum 48-bit
unsigned value of 281474976710655. Floating-point real numbers and numbers in exponential notation must be stored as string data types. Number fields

may be optionally encrypted at rest.

Date: Use the date type for calendar dates in year, month, day format. All 3 components are required but DFdiscover supports partial dates in which day or

day and month are filled with zeros to indicate that these parts are unknown or irrelevant. The use of delimiters between the 3 components, e.g. /' or '-', is
optional and any ordering of year, month, and day is allowed. Day must be a 2-digit number, Month must be either a 2-digit number or a 3-character string,
and Year must be either a 2-digit or a 4-digit number. Zero padding is required on each component where needed to meet the length requirements. Date
fields consisting entirely of numeric components as well as those containing 3-character months, can be read by the ICR program. Allowable date formats are
described in Specific Properties for Date Fields. Date fields may be optionally encrypted at rest.

Time: Time fields can store clock time (hours, minutes, and optionally seconds) using either the hh:mm or hh:mm:ss formats. Time fields can be read by the
ICR program. For more information, see Specific Properties for Time Fields.

String: String data fields are commonly used for comments, names, and descriptions. DFdiscover supports 2 types of string fields, unscannable text that is

not read by the ICR program and numerals which are. A numeric text field is comprised of a string of digits only (0-9) in a single rectangular box. Such fields



are subsequently treated as numbers for legal range testing and edit checks. The specification of such fields is described in Specific Properties for String
Fields. String fields may be optionally encrypted at rest.

Choice: The choice data type is used for fields comprised of 2 or more mutually exclusive options. They can be defined using a drop-down list of options,
which ICR cannot read from a CRF image, or as a set of check boxes where the user selects one and only one box. Choice fields that are comprised of check
boxes can be read by the ICR program. A unique positive integer code (in the range 0-65535) and text label must be specified for each response option, and
also for the case in which no selection is made. DFdiscover supports a maximum of 98 response options per choice field. The specification of codes and
labels is described in Specific Properties for Check & Choice Fields.

Check: The check data type is used for fields defined by a single response option using a box that is either checked or left blank. For questions where the
instruction is "Check all that apply" a separate check field is defined for each response option. Check fields are read by the ICR program. A unique positive
integer code (in the range 0-65535) and text label is assigned to the check box, and to the case in which the box is not checked. The specification of codes
and labels is described in Specific Properties for Check & Choice Fields.

VAS: Visual Analog Scales are used for questions which ask the user to respond by marking their position along a line which represent some content
dimension. Visual analog scales must have the following attributes on DFdiscover case report forms:

o Single horizontal line
o Point size for the line must be in the range 0.5pt to 1pt, preferably 0.5pt.
o The two endpoints of the line may each be marked with a short 0.125" vertical line if desired.

Optional anchors may be added anywhere along the line using a short vertical mark. For example, an anchor might be included to mark the indifference point
at the midpoint of an Agree/Disagree scale.

Pain Absart o , Wery Severs
Swielling Ahzert L ) Wery Severs
Tenderness Absant L | Wery Severs

These fields are typically scored from 0-100 representing the percentage of the distance along the scale at which the user's mark was made, but other scoring
may be specified as described in Specific Properties for Visual Analog Scales.

VAS fields can be read by the ICR program. The ICR algorithm first measures the length of the VAS baseline and then looks for the user's mark across it. By
using the percentage distance along the scale at which the mark occurs any stretching or shrinkage during scanning is accounted for. The ICR algorithm also
accounts correctly for most user corrections by measuring the length of all cross marks and using the longest one. The ICR scoring can be verified in
DFexplore by 3 clicks on the image: left end, cross mark and right end.

Setup & Database Limits

The table lists DFdiscover study setup and database limits.

Setup & Database Limits

Description Limit Comments

The recommended
range is 1-249,
numbers 250-255
may be used for
DFnet demo and
validation studies
Study Number 1-999 (e.g. ATK = 254).
With the appropriate
license, it is possible
to extend the range
of study numbers to
include 256-999, for
EDC studies.

Study Name 256 chars

All other plate
numbers are
reserved. Values
currently in use
Plate Number 1-500 include: 0=New
record queue,
501=Query Reports,
510=reasons,
511=queries.

Assessment Number (barcoded) 0-511




Description

Limit

Comments

Assessment Number (1st data field)

0-65535

The assessment
number must be
defined as field 6 on
all plates.

Site ID

0-21460

Subject ID

0-281474976710655

Because IDs are
typically composed of
site# + subject#, this
limit applies to the
concatenated value
of these two
components. This
field could contain 15
digits at maximum.
The ID number must
be defined as field 7
on all plates.

Plate Label

0-100 chars

This label is used to
identify missing
pages in Query
Reports.

Query Category Code

30-99

Query category
codes 1-6 and 21-23
are reserved for
default DFdiscover
categories.

Query Category Label

1-20 chars

Query category
labels must be
unique.

Page Map Label

0-32 chars

This limit requires
enabling 40 character
variable descriptions
in DFsetup Global
Settings, otherwise
the upper limitis 17
characters.

Visit Label

1-40 chars

This label is used to
identify overdue visits
in Query Reports.

Visit Acronym

0-8 chars

This limit requires
enabling 40 character
variable descriptions
in DFsetup Global
Settings, otherwise
the upper limit is 6
characters.

Style Name

1-15 chars

Style names must be
unique, are case
sensitive, and may
include letters, digits,
underscores and
spaces.

Alias

1-80 chars

Aliases must be
unique across all
study data fields.

Name

1-80 chars

Names are used in
SAS jobs and should
thus comply with your
SAS version.

Field Description

1-40 chars

This limit requires
enabling 40 character
variable descriptions
in DFsetup Global
Settings, otherwise
the limit is 25
characters.




Description Limit Comments
This limit includes
Legal Range Definition 0-256 chars any spaces or

commas in the legal
range list.

String Field Length (store value)

~4000 chars, 250 chars if encrypted

Limited by overall
record length of
16384 ASCII
characters (or 4096
UNICODE
characters).
Encrypted strings
fields are limited to
250 characters.

Numeric Field Values

-2147483647 to 2147483647

Numeric fields
(except the Subject
ID field) could contain
10 digits at
maximum, which
include the leading
signs and decimal
points.

Check Field Codes

0-65535

A code must be
specified for “check
on” and “check off”.

Choice Field Codes

0-65535

A code must be
specified for each
choice box and for no
choice.

Coded Field Label

4096 chars

This label is used to
represent the
check/choice/numeric
field code

Coded Field Sub Label

4096 chars

The sub label is used
as a secondary
representation of the
check/choice/numeric
field code

VAS Minimum and Maximum

-32768 to 32767

Typical visual analog
scale values are 0-10
and 0-100.

VAS Precision

0 to 65535

Typically only 0-2
decimal places are
used.

Date Field Length

6-64 chars

The minimum value
of 6 would require a
format without
delimiters (e.g.
yymmdd).

Edit check Call List

0-500 chars

This limit includes
any spaces, commas
and other characters
that may be used in
edit check parameter
lists.

Maximum Data Fields

999 per Plate

Includes 10 required
fields, 7 at beginning
and 3 at end of each
record.

Maximum Length of a Data Record

16384 ASCII characters (or 4096 UNICODE characters)

Includes required
fields at beginning
and end of each
record. Encrypted
data values require
additional storage,
reducing the
available storage
length.




Description Limit Comments

This limit includes all
punctuation symbols,
and applies to the
entire list of email
addresses (including
required mailto:
prefix) and fax
numbers that can be
entered into this sites
database field.

Fax Number 4096 chars

This character is
used as the field
delimiter in data
records and thus
cannot appear inside

The '|' character

a data field.

Prompt 1500 chars

Help 16383 chars
Depends on overall
length of data record
as this constant value

Constant ~4000 chars zgf;?;iir%érlggaa
records are limited to
16384 ASCII
characters.

Units 40 chars

Module Name 15 chars

Module Description 80 chars

Plate Arrival Trigger 32767 chars

Table Name 30 chars

Table Title 1500 chars

Table Header 1500 chars

Table Custom Text 1500 chars

Instruction 1500 chars

ePRO Notification Title 65 chars

ePRO Notification Message 240 chars

UNICODE Support

DFsetup supports UNICODE characters in the following widgets:



Global Settings Study Help,Workflow Labels

Field and Style Properties | Description, Prompt, Constant value, Legal, Help, Skip condition, Codings labels and sub labels, Units, Comment
Plate Properties Label
Order Fields Screen name
Edit checks Editor Edit check comments, message and text
Lookup Tables Editor Lookup table records
Sites Name, Contact, Address, Investigator
Missing Value Codes Code, Label
Query Category Map Label
Visit Map Acronym, Label
Page Map Plate/Visit Title, Label
CRF Type Map Label
CRF Background Map Comments
Conditional Terminations | Description, Test Value (Has a value that is)
Conditional Visits Description, Test Value (Has a value that is)
Conditional Cycles Description, Test Value (Has a value that is)
Conditional Plates Description, Test Value (Has a value that is)
Query Titles Query titles text
Query Covers Query covers text
Query Messages Query messages text
Meta-Words

The following meta-words can be used in style and field property specifications as described below:

Meta-Words available for Legal Value specifications

toda today evaluates to the current calendar date from the system clock of the DFdiscover server. This meta-word is useful when defining a legal
Y range for date fields, e.g. 12/25/2007-today
. $(choices) evaluates to the numeric codes for all possible response options (including no box checked) for check and choice fields and can thus
$(choices) ; C
be used to specify legal values for check and choice fields.
$(ids) $(ids) evaluates to the concatenated list of subject ID ranges from all sites listed in the sites database. This meta-word is typically used to specify
the legal values property of the subject ID field.
Meta-Words available for Help specifications
‘ $(legal) ‘ $(legal) evaluates to the list of legal values, defined by the Legal property, and can be used in help messages, e.g. Legal values are: $(legal)
Meta-Words available for Field Alias specifications
. $(field) evaluates to the field number as displayed in the center of the field widget in the CRF window. It can be used to define field aliases,
$(field) -
e.g. MEDHX$(field)
$(plate) $(plate) evaluates to the CRF plate number in 3-digit zero padded format. For example, $(plate) for CRF plate numbers 1, 55 and 101 will be 001,
055, 101.
$(rplate) | $(rplate) also evaluates to the CRF plate number. It is the same as $(plate) except that the value is not leading zero padded.
Meta-Words available for Skip specifications
$(blank) evaluates to the code that indicates no box was checked for check and choice fields, and to a null string for all other field types. This meta-
$(blank) | word can be used in the 'Skip if value =' specification to indicate that the specified number of fields are to be skipped when the current field is blank,
and !$(blank) can be used to skip fields when the current field is not blank.
$(legal) evaluates to the list of legal values, defined by the Legal property. It can be used to indicate that fields are to be skipped if the current field
$(legal) | contains one of these values, and !$(legal) can be used to skip fields when the current field does not contain one of these values. This meta-word
cannot be combined with any other values when constructing a skip specification.

Conditional Tests

The conditional dialogs can be used to specify conditions under which cycles, visits and plates become required, optional or excluded, and under which subject

follow-up is

terminated.

Conditions override the requirements specified in the visit map. If more than one condition is met for the same cycle, visit or plate, and the conditions differ in their




result, the last condition defined in the conditional dialog wins.
The same rules apply to the specification of conditions in all 4 conditional maps: termination, cycle, visit and plate.

Each condition starts with an IF statement followed by 0 or more AND statements. A condition that is only true when more than one test is met can be specified by
including as many AND statements as required. More than one condition can be defined for the same termination event thus OR statements are not necessary.

The Visit component of each IF and AND statement may be specified using: a single visit number, a comma delimited list of visit numbers and ranges, or an
asterisk (*) for all visits.

The Plate and Field components of each IF and AND statement must identify a specific data field and thus must contain a single value.

The table shows the types of tests that may be specified.

Test Type Example Test Value(s) The Test Complement
Numbers

- a single value 42 142

- a value list 42 -44,49,55-59,111 14 2-44,49,55-59,111
- negative values 4~-11~4 I-4~-1,1~4

- less than <5 I<5

- greater than >10 1>10

Dates

- on a specified date 12/31/04 112/31/04

- after a specified date >12/31/04 1>12/31/04

- before a specified date <12/31/04 1<12/31/04

Strings

- field contains a specified string ~AE I~AE

- field begins with a specified string ~"AE I~AAE

- field ends with a specified string ~AE$ I~AE$

- field contains specified string only ~AAE$ I~AAE$

- field contains any character in the set ~[ABC] I~[ABC]

Special

- field is blank blank Iblank

- field contains a missing value code missing Imissing

NOTE: Notations for strings are not supported in Schedule View.

In general the test should be appropriate for the type of data field being tested (numeric, date or string). However, string tests can be performed on any data field.
In such cases the field is first converted to a string. Thus for numeric fields leading zeros become significant when doing a string match, but not when doing a
numeric test.

An exclamation mark, appearing as the first character in a value test, indicates that the test evaluates true when the test that follows the exclamation mark is not
met. Note that the resulting complement of a specified test is not just all other numbers, dates or strings, but also includes blanks and missing values. For example,
the test <5 (not less than 5), will be met when the data field being tested contains 5, any number greater than 5, a missing value code, or is blank (because none
of these values is a number less than 5).

A value list can only be specified for numeric fields, and only numbers can be included in the list. When a list of numbers is specified the test is met if the data field
contains any of the listed values. If the value list contains all positive numbers, ranges may be specified using either a tilde or a dash. But if a value list includes
negative numbers the range operator must be a tilde. Within a value list the same range operator must be used for all ranges. If a tilde is used as one of the range
operators, any dashes in the list are assumed to denote negative values.

When specifying test values for a date field, the values must be specified using the date format specified for that field in the study schema.

String matches are performed using UNIX general regular expressions as implemented in the awk programming language. The above table includes some of the
more common examples. Partial string matches using these regular expressions are not supported in Schedule View.

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.


mailto: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.

« 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.

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
(tih@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
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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 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.
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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 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

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
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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). 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 the Library" must include any data and utility programs needed for reproducing the executable from it. However, as a special
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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.

. 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.

. 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.

. 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.

. 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

. 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.

. 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.
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QtAV is free software licensed under the term of LGPL v2.1. The player example is licensed under GPL v3. If you use QtAV or its constituent libraries,
you must adhere to the terms of the license in question.

Rather than repeating the text of the LGPL v2.1, the original text can be found in GNU LESSER GENERAL PUBLIC LICENSE, Version 2.1.
FFmpeg

Most files in FFmpeg are under the GNU Lesser General Public License version 2.1 or later (LGPL v2.1+). Read the file '"COPYING.LGPLv2.1" for details. Some
other files have MIT/X11/BSD-style licenses. In combination the LGPL v2.1+ applies to FFmpeg.

Rather than repeating the text of the LGPL v2.1, the original text can be found in GNU LESSER GENERAL PUBLIC LICENSE, Version 2.1.

c3.js

The MIT License (MIT) © 2013 Masayuki Tanaka

Permission is hereby granted, free of charge, to any person obtaining a copy of this software and associated documentation files (the "Software"), to deal in the
Software without restriction, including without limitation the rights to use, copy, modify, merge, publish, distribute, sublicense, and/or sell copies of the Software,
and to permit persons to whom the Software is furnished to do so, subject to the following conditions:

The above copyright notice and this permission notice shall be included in all copies or substantial portions of the Software.

THE SOFTWARE IS PROVIDED "AS IS", WITHOUT WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO THE
WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND NONINFRINGEMENT. IN NO EVENT SHALL THE AUTHORS OR
COPYRIGHT HOLDERS BE LIABLE FOR ANY CLAIM, DAMAGES OR OTHER LIABILITY, WHETHER IN AN ACTION OF CONTRACT, TORT OR
OTHERWISE, ARISING FROM, OUT OF OR IN CONNECTION WITH THE SOFTWARE OR THE USE OR OTHER DEALINGS IN THE SOFTWARE.

d3.js

Copyright®© 2010-2017 Mike Bostock All rights reserved.

Redistribution and use in source and binary forms, with or without modification, are permitted provided that the following conditions are met: * Redistributions of
source code must retain the above copyright notice, this list of conditions and the following disclaimer. * Redistributions in binary form must reproduce the above
copyright notice, this list of conditions and the following disclaimer in the documentation and/or other materials provided with the distribution. * Neither the name of
the author nor the names of contributors may be used to endorse or promote products derived from this software without specific prior written permission.

THIS SOFTWARE IS PROVIDED BY THE COPYRIGHT HOLDERS AND CONTRIBUTORS "AS IS" AND ANY EXPRESS OR IMPLIED WARRANTIES,
INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE ARE
DISCLAIMED. IN NO EVENT SHALL 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 I1S”, 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
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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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