3 Study Setup

The Study Setup module in OpenClinica provides flexibility and control so you can design and set up
clinical trials with minimal effort.

To use the Study Setup module, the Study must exist. You create a new Study using the
Administration module, providing basic information about it. Once the Study has been created, you
provide more details about it using the Study Setup module.

The Study Setup module has the following features:

e View Study: Presents the configuration of the current Study or Site, and an option to
download the Study metadata.

e Build Study: Provides options to Edit a Study, Create CRFs, Create Event Definitions, Create
Subject Group Classes, Create Rules, Create Sites, and Assign Users. A table presents the
status of these tasks so you can see what's been completed and what tasks remain for the
current Study.

e Users: Shows all users and their Roles in the current Study or Site. Also allows you to assign
users to the current Study or Site, and change or remove roles for users assigned to the
current Study or Site.
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3.1 View Study

To see the configuration for the current Study or Site, and the users assigned to it, select Tasks >
View Study. The page displays the configuration details for the Study or Site. Following are the tasks
you can perform from the page, if your user Role has appropriate permission:

e Download Study Metadata: At the top of the page is a link to the Study metadata. Click the
link to download the Object Identifiers (OIDs) for the Study. The OIDs are required for Data
Import and for creating Rules in an XML-formatted file, and can be useful when extracting
data to files that use certain formats.

e View Definitions: When viewing the tables on this page, click any of the links in the Name
column to view the definition at the clinicaltrials.gov website.

e Overview: The Overview section presents information about the overall Study or Site.

¢ View Study Details (Sections A to F): Click the link for any section to view details for it.

e Sites: When the current Study or Site is set to the Study level, the Sites section shows all Sites
in the Study. For details about a Site, click the View icon.

¢ Event Definitions: Lists the Event Definitions. Click the View icon for an Event to see all
CRFs for it, and to access CRF details.

e Users: Lists the users assigned to the Study or Site. Click the View icon for a user to access
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more information.

For more information any of the items on the View Study page or how to change them, see Build

Study.

View Study Page. The Unique Protocol ID item is a link that displays a definition when you click it:
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3.2 Build and Modify Study

Use the Build Study page to create or edit the Study Details, CRFs, Event Definitions, Subject Group
Classes, Rules, Sites, and Users. Follow this basic workflow to design or edit a Study:

1.

The Study must exist, having been created using the Administration module.

2. Change the current Study to the Study you want to work on. You must work at the Study level;

*®

10.

the Build Study features are not available at the Site level.

. Access the Build Study page by selecting Tasks > Build Study.

The Build Study page opens for the current Study, presenting a table of the main Tasks, with
status information for each, and options to view details, create new elements, and edit the
existing configuration.
Set the Study Status, if needed:
o When you are creating the Study, set the Status to Design, then click the Save Status
button.
o After you've created the Study and are making edits, set the Status to Available, then
click the Save Status button.
For more information, see Status of Study.
Add to or edit the Study configuration by clicking the appropriate icon for Tasks 1 to 5 in the
table. For details, see the following sections:
1. Create Study: Edit Details
2. Create and Modify Case Report Forms (CRFs)
3. Create and Modify Event Definitions
4. Create and Modify Subject Group Classes
5. Create and Modify Rules
When you begin to work on a Task, the Task's Status changes from Not Started to In Progress.
When you have finished a Task, select the checkbox in the Mark Complete column, then click
the Save button. The Task's Status changes from In Progress to Complete. Note that you can
make changes to a Task, even when its Status is Complete.
After Tasks 1 to 5 are marked complete, add or modify Sites.
Add or modify Users.

. If you haven't already done so, set the Study Status to Available, and click the Save Status

button.
After the Status is Available, add Subjects to the Study and start collecting Study data.

Build Study Page After Completing Study Setup:
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3.2.1 Status of Study

Some actions update the Study status automatically, while some Status values are set by a user with
appropriate permissions using the Set Study Status drop-down list on the Build Study page. These
Status values also apply to Sites.

[Status [Use to [Comments |




Design (also displayed in
OpenClinica as Pending)

Build a Study

* When you create a Study, the
status is automatically set to
Design.

* Subjects cannot be enrolled
in a Study if the status is
Design (the Add Subject button|
is unavailable).

* Once all the Build Study
tasks are complete, for data
entry to begin, the status must
be changed to Available.

Available

Provide access to the Study to
users (for Subject enrollment,

data entry, editing, etc.) as the
last step of building a Study.

* Subjects cannot be enrolled
in a Study until the status is
set to Available.

Frozen

Prevent Site users from
signing, entering, and editing
data, but allow Study level
users to edit data as needed to
close Notes and Discrepancies.

* Site users can view data but
cannot enter or edit data.

* Investigators cannot sign
Events or Case Books.

¢ Study-level users can view
data and can close
Discrepancies. Closing
Discrepancies may involve
editing data, which they can do
via Notes and Discrepancies if
they click the icon to View
within record for CRFs having
a status of Completed. It
should be noted that this also
allows users to change values
for other items on the record
that may not have an
associated discrepancy. Your
internal procedures should
explicitly state what
can/cannot be edited.

* As always, all data changes
are tracked in the Audit Log.

Locked

Prevent all users from entering
or editing data.

* Neither Site nor Study level
users can sign CRFs, enter or
edit data, or create or edit
Notes and Discrepancies.

* Viewing, printing, and
extracting data are permitted.

Removed

Make the study inaccessible to
end users.

* This status is set
automatically when a Study is
Removed.

* Only Administrators can

remove a Study.

3.3 Create Study Edit Details

You can add or make changes to details for the current Study using the Study Setup module.
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1. Access the Build Study page by selecting Tasks > Build Study.

2. In the Actions column of the table, for the Create Study task, click the Edit icon.
The Update Study Details page opens. Values that were already supplied for the Study, either
when it was created or in a previous editing session, are shown on the page.

3. Complete at least the required fields (marked with an asterisk *) for each section on the page;
you need to expand each section to see the fields in it.

Note: If a required field does not have a value, you cannot save any of the information you
provide. If you cannot provide the value for a required field, enter a temporary value so that
you can save all of the information you entered, then update the temporary value later. For
more information about the fields, see About Study Details.

Note: There are some OpenClinica configuration settings that impact every Study. See
Configuring the OpenClinica Application.
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o Study Parameter Configuration

4. After completing the fields, click the Submit button.
The Build Study page displays.

Expanded Sections in the Update Study Details Page:
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3.3.1 About Study Details

The following information can help you complete or edit values in the Update Study Details page.
All Sections

e When a field name is a link (blue text), you can click it to see the definition at the
clinicaltrials.gov website.

 Information you provide in all sections except Study Parameter Configuration is for reporting
and does not affect data collection. For example, if you specify a minimum age, OpenClinica
does not use that information to verify the age of a Subject you add to the Study. The
information you provide in Study Parameter Configuration does impact data collected in
OpencClinica for the Study. For example, if you specify Yes for Collect Subject Date of Birth,
then the full date of birth must be entered when adding a Subject to the Study.

Study Description and Status Section

e Unique Protocol ID is the user-defined number assigned to the Study when it was first created
in OpenClinica.

¢ You cannot modify the Study System Status on the Update Study Details page. For more
information, see Status of a Study.

e Principal Investigator is the person running the Study, and is responsible for the Study being
completed and performed correctly.

Conditions and Eligibility Section

 This section can be used as a guideline for conditions and eligibility for the Study.
e Expected total enrollment is used for reporting statistics. It does not limit how many Subjects
can be added to the Study, nor is it treated as a required minimum.
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Facility Information Section

e Facility information can be for the sponsor, or a main location for the Study. There can be
multiple facilities within a Study, where each is defined as a Site after the Study has been
created.

Related Information Section

e The URL Reference and URL Description can be used to indicate where you publish your
Study results.

Study Parameter Configuration Section

e If 'Collect Subject Date of Birth' parameter is set to 'Only Year of Birth', then the date of birth
will be stored internally as January first of the year.

e If you specify No for Allow Discrepancy Management, you cannot create Notes and
Discrepancies for CRF Data for the Study.

e If you edit the Sex Required field to change it from Yes to No, the item still appears in the CRF
header but completing the field is not required.

¢ You can specify whether or not the Person ID is required in OpenClinica release 3.1 and
higher. In releases prior to 3.1, you specify the parameter using show unique id for global ID
in the datainfo.properties configuration file.

e When you specify Interviewer Name Required, and Interview Name Pre-Populated from active
user, the active user is the user who scheduled the Event.

e When you specify Yes for Forced Reason For Change in Administrative Editing, a Discrepancy
Note will be required to modify any Item in a CRF after that CRF has been marked complete.

e The 'Location' field can be used when scheduling or editing a study event. If set to 'Not Used'
it will not appear in the user interface for the study.

3.4 Create and Modify Case Report Forms
(CRFs)

This set of topics explains how you define (create) Case Report Forms (CRFs) and make changes to
the defined forms. You define the form in an Excel spreadsheet file for use with Study Events in your
OpencClinica system. OpenClinica presents the defined CRF in the web interface for users to collect
Study Event data for a Subject.

To create and modify defined CRFs, your User Role or User Type requires appropriate permission.

Because defined CRFs are available for use across all Studies in OpenClinica, it does not matter
what the current Study is when you create and modify them, but you must be at the Study level.

(If instead you want to enter or modify Event data for Subjects in CRFs, see View and Enter Event
Data using the Subject Matrix.)
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3.4.1 About CRFs in OpenClinica

A good way to familiarize yourself with a defined CRF is to look at its existing CRF .xIs file and at the
way OpenClinica presents it in the web interface:

1. Click here to download a sample CRF defined for a Physical Examination,
SAMPLE PHYSICALEXAM ENGLISH.xls. Save the file to your computer.
2. Upload the defined CRF to your OpenClinica system.

1. Set the current Study to the Study level.

2. From the Tasks menu, in the Monitor and Manage Data module, select CRFs.
The Manage Case Report Forms page opens.

3. Click Create a New CREF.

The Create a New Case Report Form page opens.

4. In the MS Excel File to Upload field, click Browse, then navigate to the file you
downloaded in step 1, SAMPLE PHYSICALEXAM ENGLISH.xls. Select the file, then
click Open.

The path to the filename is shown in the MS Excel File to Upload field.

5. Click Preview CRF Version.

The Check CRF Version Data page opens, showing the CRF in the web interface format.

6. Click Continue.

The Create a New CRF Version - Data Committed Successfully page opens.
3. View the defined CRF in OpenClinica:
1. From the Tasks menu, in the Monitor and Manage Data module, select CRFs.
The Manage Case Report Forms page opens.
2. For Sample Physical Exam - English Version, click the View icon.
The defined CRF displays in the web interface format.
4. In Excel, open the CRF file you downloaded, SAMPLE PHYSICALEXAM ENGLISH.xls.
5. Compare the CRF when viewed in the web interface format to the defined CRF when opened
in Excel.

A Sample Defined CRF when Viewed in the Web Interface:
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Sample Physical Exam English

v CRF Header Info

Click the flag icon next to an input to enterfview discepancy notes. Mease note that you can only save the notes if CRF data entry has already started.

-- Selact 1o Jump -- =

[ Exit |
I Basic (0/9) | | II Body...(0/35) I Oth...(0/3) E
| Title: Basic Information
Visit Information:
1 Date of Physical D 2
Examination:
Physical Exam Information:
3 Height: {in) 4
i Temperature: (F} &
7 Raspiration Rate: (par min}
Blood pressure:
i Sysholic: {mmj)

Time of Physical [HH:MM)
Examination:
Weight (1)
Pulse Rate: {per min)
Diastolic: (Ha)

Note that when the CRF is previewed after upload, or viewed through 'Manage CRFs', any hidden
fields in the CRF are visible.

The Same CRF when Opened in Excel, Showing the Items Tab:

# Home Layout Tables Charts Smartart Formulas Data Review
P25 10 & (- & |~
a4 A B C D i
1
2 |PEDAT Date of Physical Exam Date of Physical Examination:
3 |PETIM Time of Phiysical Exarn Time of Phiysical Exarmination: HH:MM
4 |HEIGHT Heighil Heighl: in
5 |WEIGHT ‘Wesght Weighl: Ib
6 | TEMPERATURE Temperature Temperature: F
7 |PULSE Pulse Rate Pulse Rate: per min
8 |RESPIRATICN Respiration Rate Resairation Rate: per min
9 |SYSTOLIC Systolic Systolic: mm
10 | DIASTOLIC Diastalic Diastolic: Hg
11 |BMI Body Mass Index Body Mass Index:
12 |APFEARANCE Appearance Appearance
13 |APPEARAMNCE_COMMENTS Appearance Comments Comments:(Required if Abnarmal)
14 |SKIN Skin Skin
15 |SKIN_COMMENTS Skin Comments Comments:(Required if Abnarmal)
16 |HEENT HIE/ENT HIE/E/MNT -
17 |HEENT_COMMENTS HEME/NT Comments Comments:{Required if Abnarmal) Y
= 44 > .b-l l CRF J St_ctlonsJ Cmupsl Items J Instructions _J_ <5 I
Mormal View | Ready S

3.4.2 OpenClinica eCRF Specifications

OpenClinica provides a template to users for CRF design. This section explains each of the fields in
the template and how those fields are either dependent or independent of each other. Best practices
are provided as well as some examples of how the CRF Template can be used effectively.



Definitions and acronyms

¢ CRF Case Report Form, created in OpenClinica by uploading a CRF definition based on the
CRF Template Excel file.

e Dynamics Skip Patterns/Skip Logic created using Rules and based on variables in the CRF
template.

e Group - A mechanism for logically associating items within a CRF. Items within the same
group may repeat together within a CRF.

e [tem A variable within a CRF.

e OIDs Object Identifiers uniquely identify a study object such as a CRF, CRF Version, Item
Group, or Item and are used to link objects to one another. OIDs for a given class of object are
unique within an instance of OpenClinica, with the exception of Rule OIDs, which are only
guaranteed to be unique within a study.

e Rules OpenClinicas mechanism to carry out cross form or cross field edit checks, skip logic
and inserting data across CRFs. Rules are declared in XML and executed by the OpenClinica
Rules Engine. Rules are declared external to the CRF Template but dependent on the variables
defined in one or more CRFs.

e SCD Simple Conditional Display. A way of defining skip logic within the CRF Template,
without the use of Rules.

e Section A mechanism for organizing items within a CRF for layout purposes. All items in a
given section appear on the same page in a CRF. Multiple sections are displayed as tabs within
the CRF.

e Tokens A means of displaying a Study Object value for use in a URL (e.g. in a parameterized
link) or for use in other scripts (e.g. jquery). Tokens can also be used in Left Item Text, Right
Item Text, Header, and/or Subheader to pass item values. The supported tokens are:

${studySubject} - Passes the current Subject ID

${studySubjectOID} - Passes the OID for the current Subject
${studyName} - Passes the current Study Name
${eventName} - Passes the current Event Name

${eventOrdinal} - For repeating Events, passes the Event repeat number (e.g., 2 for the
second repeat)

${crfName} - Passes the CRF Name
${crfVersion} - Passes the CRF Version

${item[item name]} - Passes the Item value

3.4.2.1 CRF Template - General Constraints

The OpenClinica CRF Template can only be edited and saved as a Microsoft Excel 2003.xls file.
OpenOffice spreadsheets and later versions of Microsoft Excel can not be used reliably and may not
be successful when uploaded to OpenClinica version 3.1.X.



The CRF Template is used to define the CRF on a client machine with MS Excel. Once the required
information has been provided in the template, it must be uploaded to OpenClinica through the Add
CRF page. Only certain privileged users are allowed access to this page.

During the upload process, a validation of the CRF design is performed. Errors that are caught at
this stage will trigger messages to the user informing him of the error and changes necessary to fix
the error.

3.4.2.2 Scope of CRFs and Items

A CRF (with its associated versions, groups, and items) is defined globally within an instance of
OpenClinica and may be used in one or more studies. The groups and items defined within a
particular CRF exist within the scope of the CRF only (though they will have globally unique OIDs).
The CRF Physical Exam may have an item with ITEM _NAME blood pressure and the CRF Vital Signs
can have an item also named blood pressure. OpenClinica treats these items as separate entities
and they will have separate OIDs. Response sets also exist within the scope of the CRF only.

A CRF definition may be shared across OpenClinica instances by loading the CRF template
spreadsheet into each instance. Each instance of OpenClinica generates OIDs at CRF upload time
and those OIDs must be unique within that instance. Therefore the OIDs for the same CRF and items
may be different across OpenClinica instances.

3.4.2.3 CRF Versioning

OpenClinica supports multiple CRF versions being in use at the same time. To create a new version,
a user must keep the CRF_ NAME field the same as the original, but update the CRF_VERSION field
with a new value. This new version is uploaded by selecting the Create New CRF Version icon
instead of adding a CRF through the Build Study module. The user does have the ability to
overwrite a CRF Version if needed, however the CRF Version cannot have been assigned or used in
any event definitions prior to the attempt to remove it.

When a new CRF Version is added, any item with the same ITEM _NAME as an item in a previous
version of the CRF is treated as the same variable and will have the same OID, DESCRIPTION, and
DATA TYPE. The value of ITEM NAME is case-sensitive, so items with ITEM NAMEs 'ItemA' and
'itema’' will be considered as different items by OpenClinica.

For Enterprise customers interested in using Datamart:

Please note that Datamart treats items in case-insensitive manner. Please make all ITEM NAMES
case-insensitive if you plan to use Datamart. Special characters and Postgres reserved words should
not be used as item names.

New items that did not exist in prior CRF versions will be added and an appropriate OID generated.
Item metadata vs Item form metadata

Items in a CRF have two types of attributes. [tem metadata attributes describe core intrinsic


http://www.postgresql.org/docs/8.4/static/sql-keywords-appendix.html

properties of the item. These properties are independent of the CRF Version and cannot change
across CRF Versions. These properties include:

ITEM NAME

DESCRIPTION

DATA TYPE

GROUP LABEL

Response Sets (see discussion below)

The properties ITEM _NAME, DATA TYPE, and RESPONSE LABEL cannot be changed after the CRF
is created.

Item form metadata attributes describe the items representation or behavior on a CRF and may have
a different value in each version of a CRF. Most of the attributes in the Items Worksheet in the CRF
Template fall into this category.

Response sets

The item properties beginning with RESPONSE on the [tems worksheet together define a response
set in a CRF. The response set is a coded list of allowable values for the item. The response set is
given a name (RESPONSE LABEL) that allows it to be re-used within the CRF if desired, and the set
itself is made up of a list of coded values (RESPONSE VALUES OR CALCULATIONS) with
corresponding text labels (RESPONSE OPTIONS TEXT). Each item in the list of coded values should
meet the constraints defined by the item DATA TYPE and WIDTH DECIMAL.

Response sets are intended for use in items that utilize a form input control (INPUT TYPE) that
allows the user to select from a constrained list.

* Note that the RESPONSE VALUES OR CALCULATIONS attribute can also be used in a separate
context to create calculated/derived items.

Versioning of response sets should not change the mapping RESPONSE OPTIONS TEXT -
RESPONSE VALUES OR CALCULATIONS, but it can delete or add new ( OPTIONS TEXT -
RESPONSE VALUES OR CALCULATIONS ) pair to existing set of values. For example, an item is a
single-select and its RESPONSE OPTIONS TEXT defined as Absent,Mild,Moderate,Severe,Life-
threatening while

RESPONSE VALUES OR CALCULATIONS defined as 1,2,3,4,5. In another version of CRF it is
possible to drop or add several values, but you cannot redefine mapping by setting Absent to have
value other than 1.

3.4.2.4 CRF Template Properties

The CRF Template contains five worksheets. Four of the worksheets are intended for input by the



user creating the CRF while the fifth worksheet provides instructions about each of the fields of the
Template. When a user selects a cell in a column, a tooltip will popup explaining whether the field is
Required or not, and other useful instructive text to help the user understand what the field is for.

In some cases HTML elements like Bold (<b>), Italics (<i>), Line Breaks (<br>), etc. can be used.
In the cases where HTML elements are supported, they are designated as such in CRF Template
Elements.

In OpenClinica 3.3, Tokens, were introduced. These are available for use in Left or Right Item Text,
Header, or Subheader. They can be used to display the Study Object value for use in a URL (as in a
Parameterized Link) or for use in other scripts (e.g., jquery). The supported tokens are:

${studySubject}
${studyName}
${eventName}
${eventOrdinal}
${crfName}
${crfVersion}
${item[item name]}
Following is an example of a CRF that passes these tokens to a URL to bring up an image:

Scan Re...[0/3) — Select to Jump — v
)
Title: Scan Results

Physician who reviewd
sCan:

Date of scan review:

Results: | (zelectone) ¥

When the user clicks on the "Click here to open image" link, based on the following Right Item Text
the CRF template, the imaging system (in this case www.example.com) is accessed and passes the
values for studyName, eventName, crfName, and the SCAN DATE item for the current Study, Event,
and CRF.

Right Item Text:

<a
href="http://www.example.com/${studyName}/${eventName}/$ {crfName}/$ {item['SCAN DATE']}"
target="_blank">Click here to open image</a>
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3.4.2.5 CRF Template Elements

Definitions, restrictions and when to use the OpenClinica CRF Template Elements

o CRF Worksheet

¢ Sections Worksheet
¢ Groups Worksheet
o [tems Worksheet
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3.4.3 Overview of Creating and Modifying
CRFs

Before defining the CRF, design it by identifying all the Items that will be on it, the parameters for
each Item, and how they will be organized on the form. For guidelines, see Designing a CREF.

This is the overall process for defining a Case Report Form (CRF) for use in your OpenClinica
system:

1. Download the CRF template or an existing, defined CRF. For detailed instructions, see Create
a CRF.

2. Modify the Items and other content in the defined CRF using Microsoft Excel. See Providing

Content for a Defined CRF.

Upload the defined CRF to your OpenClinica system, then identify and correct any errors.

4. Assign the defined CRF to an Event Definition in a Study as part of the Build Study process.
Review the Event Definitions for the Sites in the Study, and if necessary, modify the
parameters for the defined CRF at the Sites in the Study.

3.4.3.1 About CRF Versions

You can use a defined CRF in multiple Event Definitions and in multiple Studies in OpenClinica. You
can also create different versions of the defined CRF. When you assign a CRF to a Study Event, you
can specify which versions of the CRF are available to that Event and can specify the default version
to be used. For example, you can create a defined CRF in English and create another version in
Spanish; then, when a user completes the CRF for a Study Subject, the user can choose the version
of the CRF based on the language they prefer to work with.

w

When you define a CRF, OpenClinica creates a parent record (called the "original"), and a version
that can be used to collect data. When you create a new version of the CRF, it has the same name as
the "original," but has a different version label assigned to it. When you make a change to a defined
CREF, if there are other versions of the defined CRF that the change applies to, you will need to make
the change to each version of the defined CRF.

3.4.4 Designing CRFs

When you design a CRF in OpenClinica, you can base it on an existing form you use (for example, a
paper version), if you have one. But you will need to modify the form design so it works well in the
OpenClinica web interface and takes advantage of OpenClinica's features. Whether or not you have
an existing form, you can benefit from these guidelines for designing the form before you create the
defined CRF:

1. List all the information (Items) you need to collect and record the parameters for each Item.
For example, if you need to capture the Subjects temperature, the Item is Temperature, it is
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required, and the parameters are any number between 95.0 and 103.9, with up to one decimal
place, in degrees Fahrenheit. You specify the range so that when a user enters data into the
form, OpenClinica flags a value outside the acceptable range for further action.

2. Determine if you will put all of the Items in one CRF or in multiple CRFs:

o If a portion of the CRF can be used for other Events or other Studies, you might want to
define a CRF for just that portion so you can reuse it, and define a different CRF for the
rest of the Items.

o If the information will be collected at different times during the Event, or at different
physical locations (even within a Site), consider defining separate CRFs for each, or
separate sections within the CRF for logistical convenience.

3. Determine the sections in the CRF and what Items to put in each section. When you enter data
into a CRF, you save one section at a time, so fewer Items in a section minimizes the risk you
will lose data if you accidentally close a CRF without first saving it. Fewer Items in a section
also means the page opens quicker, makes it easier to locate an Item, and minimizes the need
to scroll.

3.4.5 Create a CRF

Before defining a CRF, you need to create the CRF you will use as a basis:

1. From the Tasks menu, in the Study Setup module, select Build Study.
The Build Study page displays.
2. For the Create CRF task, click the View icon.

The Manage Case Report Forms (CRFs) page opens.

age 1 of | Find | R 1 CRE
CRF_OID Versions Vers Owner |[Statws Download Actions
0o i 1
Acerrse -Jul-3001 agoodwin |F_ADVERSZEVENT  (original) 05-Julk-2011 | agoodwin| availsbie B E B i
Everts Wl F_ADVERSEEVENT V10 05-5ut- 2011 agoodwin avaiscie [0 2 8 8
wid F_ACWERSEEVENT_Vil D5l 2011 apocdwin avalstic [0 B2 80 8
Barn 05-Jul-2011 agocdwin |F_AGENTADMINIS  (original) 05-Juk-2011 | agoodwin| availstic (o N~ x
Adrniniasrasion w0 F_AGEMTADMINIS V10 05-0ut-2011 sgoodwin valssie [0 5 B B
Concomitant  (05-Jul-2011  agoodwin |F_CONCOMITANTM | (original) 05-3ul- 2011 agoodwin avallstic (5 M.~ x
Meheations ] F_COMOOMITANTM_V10 5-Jul-2011 | agocdwin avaizsle [0 B2 B B
Ebgiity 06-Jul-2001  sgoodwin | F_ELIGIBILITY {eriginal) 05-Jul-2011 spoodwin availstle B8 B B i
w0 E_ELIGIBILITY V10 05-Jul 2011 agoodwin aveistic. [0 2 B8 B8
Proysical Bxam 95-Jul-2001 agoodwin |F_PHYSICALEXAM  (original) 05-5ud- 2011 agoodwin avallstie B R B IR
Englsh | F_PHYSICALENAM_ENGLISH 05-ul-2011 agoadwin svadssie [0 S M x i :]
Espatial | F_PHYSICALEXAM_ESPAOL | 05-Jul-2011 apoodwin avalstic [0 B 0 D
Verification of (05-Jul-2011 agoodwin |F_VERIFICATION  (original) 05-Jul- 2011 apocdwin availstie B E B A
Informed
Corsent w0 F_VERDFICATION w20 05-0ub- 2011 apoodwin availetic [0 2 B8 B

3. From the Manage Case Report Forms page, download the CRF you will use as a basis for
defining the CRF.
Note that when you save the Excel file in this process, the Excel filename (the name that
precedes .xls) is not used by OpenClinica in any way.



Choose one of the following options to download the CRF you will use as a basis:
o Download an Existing Defined CRF: When you want to define a CRF to be similar to

one already in your OpenClinica system, download the existing defined CRF to use as a
basis.

1. From the Manage Case Report Forms page, click the Download icon in the Actions
column for the version of the CRF you want to download.

2. Save the file to your computer using a unique, descriptive name.
(Note that this is not the same as Creating a New Version of an Existing CRF)

o Download a Defined CRF from the CRF Library: You can use a defined CRF from the
OpenClinica library as a basis for the CRF you are defining. The library includes CRFs
for common types of clinical forms that were defined by OpenClinica experts and are
aligned with CDISC Clinical Data Acquisition Standards Harmonization (CDASH)
standards, as well as CRFs defined by the OpenClinica community.

1. Go to the CRF Library page of the OpenClinica documentation site.

2. Click Login, then log in using your OpenClinica username and password.
The CRF Library page displays.

CRF Library

This library provides example OpenClinica forms that you can use and adapt for your OpenClinica studies. Many
of these forms are aligned with standards such as CDISC CDASH# and PROMIS . The library also includes
some proprietary validated instruments that are available for use with the appropriate licenses. If there are
additional forms you would like to see here, please let us know.

1 OC3 eCRFs
2 OC4 eCRFs

3. Select the link for the version of OpenClinica that you are using.
The list of available eCRFs displays:

1 OC3 eCRFs

1.1 Adverse Events

1.2 Completion/Discontinuation
1.3 Concomitant Medications
1.4 Demographics

1.5 Drug_Accountability

1.6 ECG Test Results

1.7 Inclusion/Exclusion

1.8 Informed Consent

1.9 Labs

1.10 Medical History

1.11 Participant Diaries

1.12 Patient Reported Outcomes (PROs)
1.13 Physical Exam

1.14 Protocol Deviations

1.15 Treatment

1.16 Vital Signs

1.17 Randomization

1.18 Other

4. Click the link for the domain you are interested in. For example, Adverse Events.
The domain page displays and may include multiple versions of forms.
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CDASH Adverse Event - AE (Events)

This CRF can be downloaded here.

*Rules associated with this CRF can be downloaded here.

This domain is recommended for non-solicited or pre-specified adverse events. Sponsors can add other data
variables as needed to this form to meet the needs of their specific protocol requirements. It is under the
discretion of sponsors to determine the collection period for adverse events.

Generic Adverse Event Form

This CRF can be downloaded here.

“Rules associated with this CRF can be downloaded here.

Generic Serious Adverse Event Form

This CRF can be downloaded here.

*Rules associated with this CRF can be downloaed here.

5. Select the link for the form that best meets your needs.
If applicable, Rules associated with the form are available and should be
downloaded in addition to downloading the form.

6. Save the CRF and associated Rules to your computer using unique, descriptive
names.

o Download a Blank CRF Template: If you have experience defining CRFs or there are
no existing CRFs that are similar to what you need, use a blank template:

1. From the Manage Case Report Forms page, click Blank CRF Template.

2. Save the template to your computer using a unique, descriptive name.

After creating the CRF, provide content for it using Excel, then upload the defined CRF to
OpenClinica.

3.4.6 Providing Content for a Defined CRF

When you define a CRF for use in OpenClinica, you use Excel (1997 to 2003 version) to provide the
content in these four tabs (sheets) of the CRF .xIs file:

e CRF

e Sections
e Groups
e [tems

Each tab contains column headers that specify what belongs in that column; do not modify the
column headers.

The fifth tab contains complete instructions for providing content for the CRF. You can also access
instructions when you are providing content in the other tabs: click a column header and detailed
instructions for that column display in a pop-up window.

To familiarize yourself with how the defined CRF in Excel relates to the presentation of that CRF in
the OpenClinica web interface, see About CRFs in OpenClinica.

When you are first learning to provide content for defined CRFs for OpenClinica, work on only one
or two Items at a time.


https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5228
https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5229
https://docs.openclinica.com/3.1/study-setup/build-study/create-case-report-forms-crfs#content-title-5216

For more information, see OpenClinica eCRF Specifications in the OpenClinica Technical
Documentation.

Instructions Tab in the Defined CRF:

A A [ B [ C D [ E [
~1 | OpenClinica CHF Design Template
_ 2 |Mersion: 3.1
3
4 Worksheet  Field Field Description and Instructions Allowable Values Required
5
6 [CRF
Enber the name of your case report foem (CRF) here, It must be Text
i CRF_MAME between 1 and 255 characters long. This is a required field. ¥
Enter the name of this version of the case repoet farm (CRF) Text
here, It musl be between 1 and 255 characless leng. This s a
8 | VERSION required field. Y
Enler a deseriplion of this version of 1he case reporl form [CRF) Text
9 | VERSION_DESCRIPTION hiere. It muest be between 1 and 3895 characlers long. ¥
Enter revisicn notes for this version of the case report form Text
{CRF) hare. The revision notes must be between 1 and 255
10 | REVISION_NOTES characters long. Y
11
12 | Sections
Enler a label for each section of the CRF. It must be between 1 | Alphanumeric text,
and 255 characlers long, and can have spaces. Each seclion  no spaces
musl have a valid secton_label, and the CRF must have at
least one section. Each itern in the CRF mus! be assigned to a
13 | SECTIOM_LABEL section. Y
Enter a name for each section of your case regort farm (CRF)  Text
here. It rmust be betwaen 1 and 2000 characters long. This is a
14 | SECTION_TITLE required field. ¥
Enter a subtitle and/or header text that should be shown at the | Text
top of the section. It must be between 1 and 2000 characters
15 | SUBTITLE long. This fiekd is optional. M
Im additicn o a subtithe for the section, you may add Text
instructions 1o show at the top of the section. The instructicns
) EE| J | J J 4 &y |

Clicking a Column Header in the Defined CRF Displays Instructions for that Column in a Pop-Up

Window:
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3.4.7 Upload a Defined CRF

After using Excel to provide content for a defined CRF, upload the CRF to OpenClinca:

1.

From the Tasks menu, in the Study Setup module, select Build Study.
The Build Study page opens.

. For the Create CRF task, click the View icon.

The Manage Case Report Forms page opens.

. Click Create a New CRF.

The Create a New Case Report Form page opens.

¥ou can download a blank OpenClinica CRF Excel spreadsheet template

OpenClinica is tested and supported with the use of Miorosoft Bocel 97-2003. If you are using a mare recent version of Bocel, please use the cptions to "save as
97-2003 wersion”.

M5 Excal Fla To Upload: : Browse... :

Click Browse, then navigate to the defined CRF you want to upload. Select the file and click
Open.

. In the Create a New Case Report Form page, click Preview CRF Version.

The Check CRF Version Data page opens.

If there are any errors, OpenClinica reports them at the top of the page and provides details
for the cells containing the errors below that. Click Go Back, correct the errors in the defined
CRF using Excel, and repeat steps 4 through 6.

Example of an Error Message for a Defined CRF:

Theere weene several imvaled Nedds. In vour spreadshest. Please takce a look at the data below,

lick Y CT 8 to go bhadk and upload your comected speadshieet for the CRE
There are an incomplete number of option-value pairs in RESPONSE_OPTIONS column and Response values column at row 11, Items worksheet.

Example Showing Details for the Errors that are in the Defined CRF:

9.0 single-select N_AB_NE Mormal, Abnormal, Mot 1,2,99 NUMBER OF VALUES DOES
Examined,\, but NUMBER |NOT MATCH
OF OPTIONS DOES NOT
MATCH

. When the defined CRF you uploaded is free of errors, OpenClinica displays a preview of the

web interface for the CRF, and the Alerts & Messages sidebar panel displays a success
message. Review each section of the CRF in the web interface preview (click the tab for a
section to show it), viewing drop-down lists, checking wording and arrangement of Items, and
so on. Make notes of anything you want to change. To make changes, click Cancel, make
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changes using Excel and save the file, then repeat steps 4 through 6. (Note: do not click
Continue while you are still changing the content of the defined CRF. If you do click Continue

but still want to make changes, you will need to replace the existing CRF or create a new
version of it.)

Preview a CRF:

Alerts & Messages

Congratulations! Your Check CRF Version I

spreadehast generated

NG SIrmors

Ploass review It | Continue il Cancal |

! You can save it to
database by clicking

“Continua™,

1 Bashe (0/9) | 11 Bady 111 Ot o il el
i :
Instructions Visit Infermation
| Infe - 1 Date of Physical ‘e 2 Tima of Physical PO (M)
{ Examination: Examinaton:
lcon Key
Physical Exam Information:
3 Hesgre ™ (in) 4 weight: | ™ )
5 Temperture: e (5} & Pulse Rate: | P (per min)
7 Respergtion Rate: P (per min)
| Blood pressune:
& Sysmlic P& (mm) Diiastolic o (Ho)

8. After previewing the defined CRF and completing any changes, click Continue.

The Create a New CRF - Data Committed Successfully page opens.

The new CRF wersion was committed into the database sucoessfully.

9. Review the defined CRF:

1. Click Go back to the CRF List.
The Manage CRFs page opens.

2. For the CRF you want to review, click the View icon in the Actions column for the
version you defined (do not click the View icon in the row that is marked "original"
version).

3. Review each section of the defined CRF (click the tab for a section to show it), viewing
drop-down lists, checking wording and arrangement of Items, and so on. Make notes of
anything you want to change. If you need to make changes to the name or description,
see Edit a Defined CRF. If you want to, you can instead, Replace the Defined CREF.

After completing all changes to a defined CRF, assign the CRF to an Event Definition for any of your
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Studies.

3.4.8 Table of CRFs

The table of CRFs lists all versions of all defined CRFs in your OpenClinica system and provides
access to features for managing the defined CRFs. The available features in the table depend on
your User Role and User Type. To access the table of CRFs:

1. From the Tasks menu, in the Study Setup module, select Build Study.
The Build Study page opens.

2. For the Create CRF task, click the View icon.
The Manage Case Report Forms page opens.

age 1 of = A F o
CRF Name | Dat Last CRF_OID Wersions Wers oID Date Owner Statws Download
=] Ipdate € |
Adwerse 5-dul-2001 agoodwin FADWERSEEVENT  (origina) 05-Jul- 2011 agoodwin available BRI
Beenks w0 F_ADWEASEEVENT V10 05-Ja- 2013 agoodwin availscie. [0 (A W x| * |
wi.2 F_ADNVERSEEVENT V12 05-3ad- 2011 | agoodwin aveilstie. [T 5 B B
Agera 05-Jul-2011 sgoedwin | F_AGENTADMINIS | (original) 05-0u- 2011 apoadwin availstic B E B =
e wi0 | F_AGENTADMINIS V10 | 05-3ub-2011 agoodwin avaistie [0 B2 8 B
Concomitant | 05-ul-2011  agoodwin |F_CONCOMITANTM  (original) 0532011 agoodwin availstle ES E B 13
Medicaions w0 F_COMCOMITANTM V10 | 05-Jul-2001 sgosdwin svaistie [ (o N x W ]
Ebcitality 5-Jul-2001 agoodwin | F_ELIGIBILITY {rgna] 05-Jul- 2001 agoodwin availsble BE B
w10 F_ELIGIBILITY V10 053k 2011 agoodwin avaiitic [0 5 B B
Prysical Bxam 05-Jul200] agoodwin F_PHYSICALENAM  (original) 05-5 2011 agoodwin availstie BB B IR
Englsh | F_PHYSICALEXAM_ENGLISH 05-Jul-2011 agoodwin avalacle [T (s x| =
Espoal | F_PHYSICALENAM_ESPAOL | 05-3ob-2011 agoodwin availstic [ (. x|l = |
Verification of (05-Jul-2011 agocdwin | F_VERIFICATION | (eriginal) 05-3ul- 2011 apoodwin availstie B E B A
[riformed
Consent Va0 F_VERIFICATION V2D 0552013 apocdwin avaitic [0 5 B8 B

The CRFs table is the same table you can access from the Monitor and Manage Data module. In
addition to using this table to create, modify, and remove defined CRFs as described in other topics
on this page, you can use this table to:

e View information about an original CRF and the details for each version
e Find and organize CRFs

3.4.9 Edit the Defined CRF Name and
Description

After adding a defined CRF to OpenClinica, you can change the Name and Description shown in
OpenClinica for that CRF:

1. Access the Table of CRFs.

2. For the CRF whose Name and/or Description you want to change, click the Edit icon in the
Actions column.
The Update CRF Details page opens.
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* indicates required fiekd.
Mame: | S&mple Physical Exam

Description: Semple Phy=ical Exam

3. Change the Name and Description, then click Confirm.
The Confirm CRF Details page opens.

Name: Example Physical Exam

Description: Example Physical Exam

4. Click Submit.
The Table of CRFs page opens and shows the updated name for the CRF.

3.4.10 Create a New Version of a Defined CRF

You can make changes to a defined CRF that is already in your OpenClinica system.

Start by downloading the existing defined CRF from OpenClinica: see Download an Existing Defined
CRF in Create a CRF. Then make changes to defined CRF using Excel: see Providing Content for a
Defined CRF. Finally, upload the new version to OpenClinica. When you upload it, you can either:

e Replace the existing version (under certain conditions), or
¢ Add the modified CRF as a new version

3.4.10.1 Replace a Defined CRF

You can replace an existing version of a defined CRF under the following conditions:

¢ You must be the CRF's Owner, as listed in the Table of CRFs. The Owner is the user who
uploaded the CRF you are replacing.

e The CRF cannot be assigned to any Event Definitions in any Studies.

e The values for CRF NAME and VERSION for the CRF already in OpenClinica and the CRF you
are replacing it with must match exactly.

If these conditions are not met, OpenClinica prevents you from replacing the CRF, but you can
instead Add it as a New Version of the CRF.

To replace a CRF:

1. Access the Table of CRFs.
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2.

w

Manage Case Report Forms (CRFs) @

Pageliofd e me = Blank CRF | OpenClinica CRF | Createa
Templata Library Mew CRF
CRF Mame |Date Last CRF_OID Vaersions Version_01D Date Owner Status Download Actions
Updated Uipadated Crated
b
Adverse 05-Jul-2011 |agoodwin  F_ADWERSEEVENT {original) 05-ul-2011 | agoodwin avaitable B E B iEa
Beents vi0  |F_ADVERSEEVENT V10 0502011 agoodwin aailasie [0 (o W x N x|
vl2 F_ADVERSEEVENT V12 05302011 agoodwin| it [ (o I x W x|
Agent 05-Jul-2011 |agoodwin F_AGENTADMINIS (awiginal) 05-0ad-2011 agoodwin available B E B IIAa
Lo Vil | F_AGENTADMINIS V1D 0532011 | agoodwin avilezie [ B R
Comcomitant | 05-Jul-2011 |agoodwin F_COMCOMITANTM {awiginal) 05-Jul-3011 | agoodwin vailable B B B
Hedications vi0  |F.OONCOMITANTM VID  |053ub-2011 agoodwin|mvalase [0 (a W x N = |
Ehepialicy 050ul-2011 | agoodwin | F_ELIGIBILITY (otiginal) 05042011 agoodwin availabie [ 4, ] n B
V1.0 F_ELIGIBILITY V10 05-2-2011 agoodwin mvailanie [T [ W x|
Initial 13-Apr-2012 |agocdwin F_INITIALTREAT {ariginal) 13-Apr-2012 agoodwin| avallable B a8 E
Treatmernt w0 |F_INITIALTREAT V1D 13-4pr-2012 agoodwin avelatie [0 B 5 08

For the CRF you are replacing, click the Create New Version icon .
The Create a CRF Version for ... page opens. In the example shown here, the CRF being
replaced is Initial Treatment.

Create a CRF Version for Initial Treatment

You can download a blank OpenClinica CRF Excel spreadsheet template hera.

OpenClinica is tested and supparbed with the use of Microsoft Excel 97-2003. If you are using a more recent version of Excel, please use the options to "save as
97303 version”.

M5 Excel File To Upload:

[ Proview CRF Version — J — &xit

Click Browse, then navigate to the CRF you want to upload. Select the file and click Open.
Click Preview CRF Version.

The Create a New CRF Version - Confirm Delete Previous Same Version page opens.

In the example, the v1.0 version of the Initial Treatment CRF is being replaced: the CRF you
are uploading has the value v1.0 for VERSION, and Initial Treatment for CRF NAME.

Create a New CRF Version - Confirm Delete Previous Same Version
The CRF wersion you try to upload already exists in the DB, are you sure you want to remave the previous one and upload it again?

Moy, Go Back
‘fes, Remove Previous Viersion

Or you can change the wersion name and upload a different version of the CRE

. Click Yes, Remove Previous Version.

The Check CRF Version Data page opens, presenting a preview of the CRF in the OpenClinica
web interface.

. Correct any errors as described in Upload a Defined CRF (step 6).
. After previewing the CRF and completing any changes, click Continue.

The Create a New CRF Version - Data Committed Successfully page opens.

. Click Go back to the CRF List.

The Manage CRFs page opens.
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o There will be a new value for Date Updated if you the version you replaced was last

uploaded on a previous date.

o There is a new Version OID for the CRF you replaced. This is not the same as the value
you specified for VERSION for the CRF, but is an internal identifier that OpenClinica
uses to manage CRF versions.

Fage 1 of2 & e | Find | Bl CRF

CRF Nama Dato Last CRF_OID Versions Version_0ID Owmar Status

[ Ipdated gl ated

b

Acverse 05-Jul-2011 |agoodwin  F_ADNWERSEEVENT (cwiginal) 05-0ul- 2011  agocdwin availaiie

Bvents F_ADVERSEEVENT V10 05-0ul-2011  agoodwin avilabic
wl.2 F_ADVERSEEVENT W12 05-Jul-2011 | agoodwin avilabie

Agent 05-Jul-2011 |agoodwin F_AGENTADMINIS {owiginsal) 05-2ul-2011  agoodwin vailaiic

Administraticn vi0 F_AGENTADMINIS W10 05-3ad- 3011  agoodwin available

Concomitant | 05-Jul-2011  agoodwin | F_CONCOMITANTM {original) 05-2ul-2011  agoodwin availabie

Mediations wi.0 F_CONCOMITANTM_VID 05-2ul-2011  agoodwing availaiie

Elsgaialicy 05-Jul-2011 |agoodwin F_ELIGIBILITY {ariginal) 05-2-2011 agocdwin avalaie
1.0 F_ELIGIBILITY_v10 05-2-2011 agocdwin avalaie

Intial 13-Apr-20012 |agoodwin | F_INITLALTREAT {rigingl) 13-Apr-2012 agocdwin availaiole

iz F_INITIALTREAT V10_8122 | 13-8pr-2012 agoodwin awilabie

E 8 8 8 Q86

20 202 282 28 288
< -1 - - -
B2 G2 82 82 288

Dowmiload Actions

o B

B

3.4.10.2 Add a New Version of a Defined CRF

For background information, see About CRF Versions.

You can add a new version of a CRF to OpenClinica under the following conditions:

e The CRF NAME in the new version of the defined CRF must match the CRF Name already in
OpenClinica, but the value for VERSION must be different.

e For each ITEM NAME, the DESCRIPTION, GROUP LABEL, and DATA TYPE must exactly

match the DESCRIPTION, GROUP LABEL, and DATA TYPE already in OpenClinica. Changes

to response sets are limited.

For more information, see CRF Versioning in the OpenClinica Technical Documentation.

When you add a new version of a CRF, the version already in OpenClinica remains. If you want to,

you can remove the previous version from OpenClinica after adding the new version, or you can

keep the previous version if you want users to be able to complete either versions going forward.

To add a new version:

1. Access the Table of CRFs.
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Page ol 1 = Blank CRF | Opentlnica CRF | Crests &
Tl ate Library Marw CRF
CRF Name Date Last CRF OID Versions Version_ OID Cate Crwner  States Download Actions
[ =] Updated  Upcated Created
by
Acverse 05-Jul-2011  apocdwin F_ADVERSEEVENT  (orignal) 0531011 apoccheein avalakle = B a3
Bvorts vi0 | F_ADVERSERVENT_VL0 0533011 | agoocwin avalstle [ (5 N x W x|
vl F_ADWERSERVENT V12 053011 | spoodwin avalatle| [0 B B D5
Agans 05-Jul-200)  aguodwin |F_AGENTADMINIS  (originad) 0502011 | apoodvin avalatln [ = W ]
Ag=anisrtion 10 F_AGENTADMINIS V10 0532001 agencwin aveiacle [0 B8 5 8
Concomitart | 05-Jul-2011  agoodwin | F_CONCOMITANTM | (original) 0532011 | agoodwin avaliable B B B B
Medeatony w10 F_COMCOMITANTM V10 05-0u-2011 | agoodwin aatatle ([0 o W x W x|
Elgtality 05-Jul-2011  apoodwan  F_ELIGIBILITY {argnal) 05-2a-2011 agocdwin avalatle BB B L3
v1.0 F_ELIGIBILITY V10 0531011 | agoodwin avalatie [0 B B D
Last 15-80r-3012 agoodwin F_LASTTREATMEN  (original) 15-Aor- 2002 agoccwin avalable B E B E
——_ Englsh | F_LASTTREATMEN_ENGLISH 15-Azr- 2012 | speeetvitn sveiatle. [0 o x W x|

2. For the CRF to which you are adding a new version, click the Create New Version icon .
The Create a CRF Version for ... page opens. In the example shown here, a new version
(Espanol) is being added for the Last Treatment CRF.

Create a CRF Version for Last Treatment
ou can download a blank OpenClinica CRF Excel spreadsheet template hera.

OpenClinica is tested and supported with the use of Micosoft Excel 97-2003. If you are using a more recent version of Excel, please use the options to "save as
97-2003 version™.

M5 Excel File To Upload:

[ Proview CRF Version  J — &xit

w

. Click Browse, then navigate to the CRF you want to upload. Select the file and click Open.
4. Click Preview CRF Version.
The Check CRF Version Data page opens, presenting a preview of the defined CRF in the
OpenClinica web interface.
5. Correct any errors as described in Upload a Defined CRF (step 6).
6. After previewing the CRF and making changes, click Continue.
The Create a New CRF Version - Data Committed Successfully page opens.
7. Click Go back to the CRF List.
The Manage CRFs page opens. The version of the CRF you added is listed in the table.
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Page 166 1 = Blank CRF | OpenClinica CRF | Create &
Tamplata Library Marw CRF
CRF Hame Date Last CRF_OID Versions Version_0ID Date Owner Status |Download Actions
a Updated  Updated Croated
by
Adverse 05-Jul-2011  agoodwin | F_ADVERSEEVENT | (criginal) 0532011 | agoodwin avallable B8 n B
2 v10 | F_ADVERSEEVENT V10 05042011 agoodwin malabie) [ s Wl |
vl2 | F_ADVERSEEVENT V12 0532011 agoodwin avalable| [T o N x N x|
Agent 05-Jul-2001 sgocdwin | F_AGENTADMINIS | (original) 05-3ub-2011  sgoodwin avalable [ 9, | X B
Administraticn vl | F_AGENTADMINIS VIO 0542011  agoodwin mvalsbie| [ s W x N |
Concomitant | 05-Jul-2011  agoodwin | F_OONCOMITANTM | (criginal) 0502011  agoodwin avalable B E B e
AT vi0 | F_CONCOMITANTM_ViO 0502011 agoodwin avalabie| [0 B B B
Eligility 05-Jul-2011 |sgoodwin | F_ELIGIBILITY [eriginal) 05-3ub-2011  sgocdwin avalable [ 4, | X B
vi0 F_ELIGIBILITY_V10 0532011 agoodwin medstle [ 28 D B
Last 15-Apr-2012 agoodwin | F_LASTTREATMEN | [criginal) 15-hpr-2012 agoccwin available B E DR
= English | F_LASTTREATMEN_ENGLISM 15-Aor-2012 agoodwin avalatic| [T (x| x|
Espancl | F_LASTTREATMEN ESPANOL 15-Apr-2012 agocdwin avalatic| [T 3 N x N x|

Now, when a user enters Event Data for a Subject, they can choose which version of the defined CRF

to use. For the example, Last Treatment, the user can choose the English or Espanol version.

Enter or Validate Data for CRFs in Follow-up Treatment @

Edit Study Event

Study Subject ID C101

Study Event Follow-up Treatment

Location NA Pu

Study Subject OID 55_SMC101

Start Date 27-Jul-2011 Pui

End Date/Time Pu

Subject Event Status schieduled

Last Updated by 0
CREFs in this Study Event:

CRF Mame Version Status Initial Data Entry | Double Data Entry Actions

Agent Administration vl = =M = B= ]
Concomitant Medications | w1.0 = 'Zﬁ “ B
Physical Exam English B* [ N = B&
Last Treatment 'zﬁ “ B

3.4.11 Remove, Restore, and Delete Defined
CRFs

If your User Type has appropriate permission, you can perform the following actions on defined
CRFs or versions you no longer want to use:

e Delete a version of a CRF if it has not been used for data entry for any Subjects and you no
longer want the CRF in your OpenClinica system for potential use in any Studies. You cannot
recover the CRF after its been deleted.
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e Remove a version of the CRF if it has been used for data entry for Subjects, to prevent its use
going forward. Data captured using this version of the CRF is not included in data extracts
whose definition specifies that CRF. You can restore a version of the CRF that's been removed.

e Restore a version of the CRF that has previously been removed, which allows it to again be

used for data entry for Subjects.

e Remove the "original" (parent) CRF to prevent any versions of that CRF to be used going
forward, and to prevent the CRF from being assigned to any more Event Definitions. You can
restore the parent CRF, and all versions, after it has been removed. Data captured using any
versions of the CRF is not included in data extracts whose definition specifies that CRF.

e Restore an "original" CRF that has previously been removed, which allows any versions of that
CRF to be used going forward, and allows the CRF to be assigned to Event Definitions.

¢ Archive a version of the CRF to prevent it from being added to any more Event Definitions.
Data previously captured using that version of the CRF is included in data extracts whose
definition specifies that CRF. Instructions to archive a CRF are in Administer CRFs.

Delete a CRF Version

Delete a version of a defined CRF if it has not been used for data entry for any Subjects. A deleted
version of a CRF cannot be restored. To delete a version of a CRF:

1. Access the Table of CRFs.

Manage Case Report Forms (CRFs) @
Page 1 of 1 =3 Blank CRY
Tamplata

CRF Name |Date Last CRF_OID Versions Version_0ID Dat COwmer

B Updated  Updated Cre

Idverse 05-Jul-2001 agoodwin | F_ADVERSEEVENT | (original) 05-2ul-2011 agoodwin avaiable

CIRY vl F_ADVERSEEVENT V10 0502011  agocdwin mvalable
vl2 F_ADVERSEEVENT W12 05-2ul-2011 agoodwin avaiable

Agent 05-Jul-2011 agocdwin | F_AGENTADMIMNIS | [original) 05-Jud-2011 agoodwin avaiable

e vi0 F_AGENTADMINIS_Vi0 052011 agoodwin mvelsble

Concomitart |05-Jul-2001  sgoodwii |F_ODNCOMITANTM | (orginal) 05-0d-2011 apoodwin svalable

Hedications vl F_COMCOMITANTM V10 0502011  agoodwin avalable

Eliiiblity 05-Jul-2001 agoodwin | F_ELIGIBILITY (original) 05-Jud-2011 agoodwin avaiable
vid F_ELMGIBILITY W10 05-d-2011  agoodwin available

Last 15-Apr-1012 sgoodwin | F_LASTTREATMEN | (original) 15-8or-2002 agocdhein avallable

enirmerE English | F_LASTTREATMEN_ENGLISH 15-for-2012 agoodwin avaiable
Esparol | F_LASTTREATMEN ESPANOL 15-4pr-2012 sqoodwin Fvaiable

CpesrvC i

Library

Q28 24 GG

ca CHF

Status | Download Actions

(8 |
(8 |
(8 |

£

SR R R G0 G08
S22 02 G2 B2 88E

2. For the version of the CRF you want to delete, click the Delete icon M. For the example, the
Espanol version of the Last Treatment CRF is being deleted.
The Confirm Deletion of CRF Version page opens.

You choose to DELETE the following CRF Version permanently, please notice that it CANNOT be restored in the future

Name: Espanol

Description:

Delete CRF Version

Last Treatment, Spanish
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3. Click Delete CRF Version, then click OK in the confirmation dialog box.
The Manage CRFs page opens. The version of the CRF you deleted no longer appears in the
table.

Manage Case Report Forms (CRFs) @

Poge 1 of 1 | Pind | Blank CRF | Opentlnica CRF | Crestea
Tyl ate Library Mawe CTRF
CRF Mame Date Last CRF OID Wersions Wersion 01D Cate Ormner  States Downdoad Actions
Updated Wpdated Created
by
Adverse 05-Jul-2011  ageedwin F_ADVERSEEVENT  (orignal) 052011 agoxtwin avalabie = B IE
R V10 | F_ADVERSEEVENT V10 05042011 | agocuin mvelasie [T [ X W x|
vi2 F_ADVERSEEVENT V12 0532011 |apoodwin avalable [0 [ W x| = |
Agons 05-Jul-2001  agocdwin F_AGENTADMINIS  (orignal) 05002011 agoodwin avalatie =B IE
e vi0 | F_AGENTADMINIS VIO 0502001 acdwin petacic (0 ER D B
Concomnitant | 05-Jul-2001  agoodwin | F_CORCOMITANTM | (original) 0532011 agoodwin avalablc B i3
Moy vii F_COMCOMITANTM_ V10 05-2u- 3011 | agoodwin aaiatic [ B B8
Ehgility  05-0ul-2011  sgoodwin F_ELIGIBILITY (ariginal) 050111 agodwin avadatic [ x i E*]
¥1.0 F_ELIGIBILITY VIO 0530211 | apecwin availatie [ B B B
Last 158pr-H012 aguodwin F_LASTTREATHEN  (original) 15-Apr-2002 agoodwin avelable B B
Teaatmiant Englsh | F_LASTTREATMEN_ENGLISH 15-Ag7-2012 | agocetviey wveiasie [0 [ x W x|

If you try to delete a version of a CRF that has already been used to enter Subject data, OpenClinica
prevents you and displays the following:

Pﬁf?ﬁ{"?ma | Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks ~ Report s | Support

N

Alerts & Messages -

This CRF versionEnglish Confirm Deletion of CRF Version
has associated study
event definitions and You choose to ELETE the following CRF Version permanently, please notice that it CANMOT be restored in the future
cannot be deleted.
Name: English
Description: Last Treatment
Instructions *
Info . Associated Event Definitions
Study Event Study ID Date Created Owner
Follows-up Treatment 3 15-Apr-212 agoaduin

Go Back to CRF List
Remove a CRF Version

If a version of a defined CRF has been used for data entry for Subjects, you can prevent its use going
forward by removing it. A version of a CRF that has been removed can be restored. To remove a
version of the CRF:

1. Access the Table of CRFs.

2. For the version of the CRF you want to remove, click the Remove icon 8, For the example
shown here, the Last Treatment CRF, English version, is being removed.
The Confirm Removal of CRF Version page opens. It lists the Event CRFs and Subjects who
have had data entered using that version of the CRF.
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Confirm Removal of CRF Version

You choose to remove the following CRF Version:

Mame: English
Description: Last Treatment

Associated Evert CRFs

Study Subject Label Study Event Repeat Number Date Interviewed
SCROI01 Follow-up Treatment 1
Remove CRF Version [ cCancel |

3. Click Remove CRF Version, and then click OK in the confirmation dialog box.
The Manage CRFs page opens. The version of the CRF you removed is listed, but with a
Restore icon instead of a Remove icon in the Actions column and a Status of "removed".

Manage Case Report Forms (CRFs) @

Pagelol} | Find | Blank CRF | OpenClinica CRF | Create a
Template Library Marwr CRF
CRF Hama Date Last CRF_OID Vergions Version_OID Date Ownanr SRatus  Download Acticns
a Updsted  Updated Created
by
Adverse 050ci1011  agoodwin F_ADVERSEEVENT  (original) 05-Jak- 2011 agoodwin svalable B 5B
B vi0  |FADVERSEEVENT V10 05-3at 2011 agoodwin avalatic| 00 X x ]
vl.2 F_ADVERSEEVENT V12 5-3ak- 2011 agrodwin | avalatie| [T (x| x ]
AT 05-0cl2011  agoodvwin F_AGEMTADMINIS  (original) 05-3-2011 agrodwin svalabie B B
e vi0 | F_AGENTADMINIS Vi0 0501 ampeiwn aiatie 8 B9 D D
Concomitart | 05-Jl-2011 | agoodwin F_CONCOMITANTM | {original) 0532011 | agoodwin | avallable [ % ] B3 A
Medistons vi.0 F_CONCOMITANTM_V10 05-3-2001 agocdwin | avalatie. [0 B B8
Elgibilicy 05-Dal-2011  agoodwin F_ELIGIRILITY (original) 05-Ja- 2001 agoodwin avalable B 5
V10 |FELIGIBILITY_ Vi 05342011 ageodwin svalatie| [0 L x ]
Lt 158002012 | agoodwin F_LASTTREATMEN  (original) 15-Apr-2012 agoodwin avalable B A
Treatment Englsh |F_LASTTREATMEN ENGLISH 15-80r-2012 ageodwin removed (0 B

After removing the version of the CRF, you can still view the CRF and can still view Subject data for
that version of the CRF, as shown below, however you cannot change any of the data. The status of
the CRF for the Subject is "locked":



View Subject: SCRC001 @

~ Study Subject Record
= Events

Pagelofl m Schedula New Event
Event Start Date  Location Status Actions CRFs (Mame, Version, Status, Updated, Actions)
(Occurrence Q
Number)
Follows-up 15-Apr-2012 CEEN Agent Administration 1.0 | = B 5B
b
Treatment (1} :au-rld Concomitant Medications  |v1.0 | = B 5B
Physical Exam (Engiish =) (& =H O B
LX) Last Treatment English B 52202 | B9 E) B
{agoodwin)
Registration Visit  01-Jul-2011 signed | [EM || migititity w10 12011 | [EQ D B B B
g
Physical Exam English eeni-20t1 | B B E) B B
] (datz)
Verification of Informed [v2.0 12011 | Bl D B B B
Consent (thatz)
Initial Treatment | 20-Jun-2011 daz | BB | concomitant w0 1 =8 m
E"”T!"d Medications
starte : -
Physical Exam (engisn 3| |(E BB
ED | sgent administration 1.0 Bouwo | H S S B B
{agoodwin}
[E Graup

E Gliobal Subject Record

Go Badk to Subject List

After removing a version of the CREF, it is no longer available for you to choose from when you enter
data for any other Subjects for that CRF.

Restore a CRF Version

After removing a version of a defined CRF, you can restore it to make it available for use for entering
Subject data. To restore a version of the CRF:

1. Access the Table of CRFs.

2. For the version of the CRF you want to restore, click the Restore icon 8. For the example
shown here, the Last Treatment CRF, English version, is being restored.
The Confirm Restore of CRF Version page opens. It lists the Event CRFs and Subjects who
have had data entered using that version of the CRF.

Confirm Restore of CRF Version

You choose to restore the following CRF version:

Name: English
Description: Last Treatmeant

Associated Event CRFs

Study Event 1D Date Interviewed Status
85 auto-removed

Restora CRF Version
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3. Click Restore CRF Version, then click OK in the confirmation dialog box.
The Manage CRFs page opens. The CRF you restored is listed with a status of "available."

Manage Case Report Forms (CRFs) @

Poge §oof 1 | Pind | Blank CRF OpenClnica CRF | Creste s
T ot Library Frve CRF
CRF Mame Date Last CRF_0ID Versions Wersion_0ID Cate Cwner  Status  Downdoad Actions
[=] Updated  Updated Created
by
Achvirse 05-Jul-20L1  aguodwin F_ADVERSEEVENT  (orignal) 05002011 | aepocdvins avalabie ER E B I
- vi0 | F_ADVERSEEVENT V10 05042011 | sgoccwin mvelasie [T B D0 B
viZ F_ADVERSERVENT Vi2 8533011 |agoodwin avalable [0 N x| ]
Agtns 05-Jul-2010  agocdwin FAGENTADMIMIS | (origingl) 05002011 agecatwin avalkabic B E B E
Ac=iniziration vl |F_AGENTADMINIS V10 0502011 | aguedvin svatasic. [0 4 x N x ]
Concomitant | 05-Jul-2011  agoodwin | F_CORCOMITANTM | (original) 05322011 agoodwin avalabic B2 B B i
Midtations V10 E_COMCOMITANTM V10 05302011 |agoodwin avaiatie [ B D B
Elcitality 05-Jul-2011  sgoodwin F_ELIGIBILITY (arkginal) 0522011 apoodwin avalabic N E]
vi.0 F_ELIGIBILITY Vi 0532011 | apoodwin avalable D) N x N ]
F 5lpr- 2012 aomcdwin F_LASTTREATMEN | (oraginal) 154202002 apoaxivin avalatle B E B Ia
Trawarsnt Englsh | F_LASTTREATMEN ENGLISH 15-Aor-2011 agendnin svalatle [0 o N x N x|

Remove the Original Version of a CRF

You can remove the original (parent) version of a defined CRF, which automatically removes all
versions of the CRF. To remove the original version of a CRF:

1. Access the Table of CRFs.

2. For the CRF you want to remove, click the Remove icon £3 in the row for the version
"original". For the example shown, the Last Treatment CRF is being removed.
The Confirm Removal of CRF page opens. It lists all versions of that CRF and all Event
Definitions to which the CRF has been assigned.

Confirm Removal of CRF

You choose to remowe the following CRF:

Name: Last Treatment
Description: Last Treatment
CRF Versions
CRF Mame Version Name Description Status Revision Motes
Last Treatment English Last Treatment available
Event CRFs
Study Event Date Interviewed Status
Followi-up Treatment availaiode
[ Cancel |

3. Click Remove CRF, then click OK in the confirmation dialog box.
The Manage CRFs page opens. The CRF you removed is listed, but with a Restore icon
instead of a Remove icon in the Actions column and a Status of "removed." All versions of the
CREF are listed, but with a status of "auto-removed."
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Manage Case Report Forms (CRFs) @

Pageicfi | Find | Blank CRF | GpenClinica CRE | Create a
Template Library vy CRF
CRF HNama |Date Last CRF_OID Verslons Version 0OID Date Owner Status  Download Actions
[} Updated Updated Created
by
Acverse 05-3ul-2011 |agoodwin | F_ADVERSEEVENT | (original) 05-3ul-2011 |agoodwin |avalatie BE B
Events wi.0 E_ADNWERSEBVENT W10 G5-2ul-2011 |agoodwin avdabie 3 | B2 D5 a
vl.2 F_ADNWERSEEVENT_ V12 05-2ul-2011 |ageodwin |avaiatie| [T BB B
Agert 05-Jul-2011 |agoodwin |F_AGENTADMINIS | {original) 5l 2011 | agoodwin |avalatie BE B i
Administration V1.0 F_AGENTADMINIS V10 0522011 |agoodwin |avaiatic| DD B B8 B
Concomitant | 05-Jul-2011 | agoodwin |F_CONCOMITANTM | {original) 052l 2011 | agodwin |avalatic BE B E
AR vLD | F_CONCOMITANTM V10 05202011 |agoodwin aaiatie 0 | ED 3 3
Eigitlity  |05Jul-2011 |agoodwin |F_ELIGIBILITY | {original) 05002011 | agoodwin avalatie (3 .~ x ]
vi.0 F_ELIGIBILITY_ViD 052011 |agoodwin |avaiatic| 0B B B8 B
Last 15-Apr-2012 | agoodwin |F_LASTTREATMEN | (ariginal) 15-Apr-2012 |agoodwin avalable BE B
i English | F_LASTTREATMEN_ENGLISH 15-8pr-2012 |ageedwin remaved, [0 B BB

After removing the original version of a defined CRF, any Event Definitions to which the CRF was
assigned list the CRF, but show the status as auto-removed. When you are adding CRFs to Event
Definitions, the removed CRF is not listed for you to choose from.

Note: you cannot delete the original version of a defined CRF.

Restore the Original Version of a CRF

After removing the original version of a CRF, you can restore it. Restoring the original CRF restores
all versions of it to all Event Definitions in all Studies to which the CRF was assigned. To restore the
original version of a CRF:

1. Access the Table of CRFs.
2. For the CRF you want to restore, click the Restore icon in the row for the version
"original." For the example shown, the Last Treatment CRF is being restored.
The Confirm Restore of CRF page opens. It lists CRF versions for that CRF and all Event
Definitions to which the CRF has been assigned.

Confirm Restore of CRF

You choose to restore the following CRF:

Name:

Description:

CRF Versions

Version Name
English

Event CRFs

Study Event ID
85

Description
Last Treatment

Status

Last Treatment
Last Treatment

auto-removed

Date Interviewed

Rewvision Motes

Status
auto-removed

3. Click Restore CRF, then click OK in the confirmation dialog box.
The Manage CRFs page opens. It lists the CRF you restored and all versions of it with a status
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of "available."

™
Bk 1 of | . el |
7 CRF_OID Versions Wers I Dk - Status  Dow
2
At 05-Jul-2010  sgmodwin F_ADVERSEEVENT | (originad) 0502011 | agcatin avaitle B2 E B Ia
Everss VLD | FADVERSEEVENT V10 0504201 |agoctein avelasie [ B B B
w12 E_ADVERSERVENT V12 052011 | agoodwin avalabic DD EB B B
At 05-Jul-20LY  agmodwin FAGENTADMIMIS  (onginal) UE-db 001 aadin wvadaili B E2 B 15
Adeinistration w10 F_AGENTADSINIS V10 0522011 agecdwin paacie [0 3 x N x|
Comcomnitant | 05-Jul-2011  agoodwin F_CONCOMITANTM | (original) 05-3ak- 2011 agoodhwin avalable ES =& B E
Hedations V1.0 E_COMCOMITANTM_ V10 05-Jub- 3011 |agecdwin paiatic ) (L x N x
Ebgptality 05-Jul-2011  agocdwin F_ELIGIBILITY [oragnal) 0502011 | agoodwin avalable B B B E
vid F_ELIGEBILITY Wi 0532011 | apocdwin avalstic [0 B2 B B
15-Apr- 2012 aomedwin F_LASTTREATMEN  (orepnal) 15-Agr-1011 agoodwin pvalable B E B G
natant 1 F_LASTTREATMEN_ENGLISH 15-hgr- 2012 agondwin avalatic| [0 BB B

3.5 Create and Modify Event Definitions

As part of building a Study, you define the Study's Events. A Study Event is a visit or encounter in
the Study where data is captured or created. Creating a Study Event Definition means specifying the
case report forms (CRFs) for the Event as well as the Event parameters. Users then complete the
CRFs for each Subject for the Study Event.

Once created, you can view, modify, remove, restore, and add new Event Definitions.
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3.5.1 Create Event Definitions

When you create an Event Definition, you specify its parameters and select the CRFs for it. You do
not have to specify CRFs for the Event Definition when you first create it, but can select the CRFs
later. To create an Event Definition for the current Study:

1. Access the Build Study page by selecting Tasks > Build Study.
2. In the Actions column of the table, for the Create Event Definitions task, click the Add icon

The Create Study Event Definition page opens.
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Create Study Event Definition for Docetaxel in Patients With Completely Resected NSCLC

A Scheduled event is cne that is expected to ccoour for each subject as part of the ordinary progress of the study.

An Unscheduled event is not expected to oocur, but may oocwr as circumstance dictates.

Scheduled and unscheduled events typically oocur at some particular time.

A Common event collects data forms, but is not expected to be assodated with a particular time.

The Repeating flag indicates that this type of study event can oocur repeatedly within the containing study.

The Category attribute is typically used to indicate the study phase appropriate to this type of study event. Examplas might include Soreening,
PreTreatment, Treatment, and FollowUp.

" 8 8 & & @

* indicates required field.

Mamae: .

Description:

Repeating: () Yes & Mo

Type: | Scheduled =]

Category:
l______ Continuve N Cancal |

. Complete the dialog box, referring to the field descriptions included in the dialog box. For
example:

o Name (of Event Definition): Follow Up Visit

o Description: Each scheduled session to administer the treatment.

o Repeating: Yes (because a Subject will complete the Event multiple times in the Study;
each time, the user completes a new set of forms for the Subject for that occurrence of
the Event).

o Type: Scheduled (because the Event will be scheduled for specific dates and times).
Note that an Event whose Type is Unscheduled might or might not occur (like an
Adverse Event), while an Event whose Type is Common is expected to occur but at an
unknown time.

o Category: Treatment.

. Click Continue.
The Define Study Event - Select CRF(s) page opens. It lists all CRFs created in your
OpenClinica system.

Define Study Event - Select CRF(s)

Please salect the CRF(s) you would like to make available in this study event.

Page 1 of 1  Find |
CRF Name B Date Owner | Date Last Selected
Created Updated Updated by

HAdverse Events 05-Jul-2011 | agoodwin | 05-Jul-2011 | agoodwin O
Agent Administration 05-Jul-2011  |agoodwin | 05-Jul-2011 | agoodwin O
Concomitant Medications 05-Jul-2011 | agoodwin | 05-Jul-2011 | agoodwin O
Eligilility 05-Jul-2011 | agoodwin | 05-Jul2011 | agoodwin O
Physical Exam 05-Jul-2011  |agoodwin | 05-Jul-2011 | agoodwin O
‘erification of Informed Consent 05-Jul-2011 | agoodwin | 05-Jul-2011 | agoodwin O

. In this step, you select the CRFs for the Event Definition. To help locate CRFs to include, click
a column header to sort by that column, or use the Find field. You do not have to select CRFs



at this point--you can complete the Event Definition without them, then add the CRFs later if
you like. If you want to select the CRFs now, click the checkbox in the Selected column for
each CRF you want to include in the Event Definition, then click Continue. For example, select
the Physical Exam CRF, which will be completed for each Followup Visit Event in the Study.
The Define Study Event - Selected CRE(s) - Select Default Version page opens. It lists
configuration options for each CRF you selected.

Physical Exam
Required: Double Data Entry: Fassword Required: Defeult Version: | Emglish _: |
Hide CRF: Spurce Data Verification: | 100% Reguired

Choose Null Values ( |

NI HA UMK MASK
ASKL [ Hay [ OTH PINF [
NINF MSK NP NPE

6. Specify the configuration parameters for each CRF you selected, referring to the following
information as needed. Note that you can specify different parameters for the CRFs at
different sites; for more information, see Create and Modify Sites.

o Required: Select if the CRF must be completed for the Event, or do not select if the CRF
is optional for the Event.

o Double Data Entry: Select if the data for the CRF must be entered twice. For more
information on how this works, see Double Data Entry.

o Password Required: Select if a user must supply their OpenClinica password when
marking a CRF complete at the end of data entry.

o Default Version: If more than one version of the CRF exists, such as for multiple
languages, select the default version for the Event. You can limit the available versions
for a Site when you create or modify the Site as part of building the Study.

o Hide CRF: Select to make the CRF viewable only at the Study level, meaning Sites
cannot access the CRF. Typically, you hide a CRF when the data is not entered using the
OpenClinica web interface but rather is imported from files.

o Source Data Verification: Select one of the values from the drop-down list. Select
100% Required, Partially Required, or Not Required to help you organize CRFs in the
Source Data Verification table. When you specify Not Applicable, the CRFs are not
included in Source Data Verification table. For more information, see Source Data
Verification.

o Choose Null Values: Please Do Not Use This Feature. This functionality will be
removed in future versions of OpenClinica. If you need to specify selections to define null
values (for example "Not Done" or "Unknown," add those selections to the Response
Options Text and Response Values columns of the CRF template.

7. Click Continue.

The Confirm Event Definition page opens.

8. Verify the Event Definition information, then click Confirm and Finish to complete this Event

Definition.
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Confirm Event Definition Creation

Name: Completion Visit

Description: Final wisit when Subject finishes treatment as part of the Study.

Repeating: No

Typa: Scheduled

Category:
CRFs

Name Required Double Data |Password Hide |Default Source Data Mull

Entry Required CRF Version Verification Values
PFrvysical Yes fes s Yes English 100% Reguired NI,
Exam
Confirm and Finish [ Cancel |

The Build Study page opens. The Alerts and Messages sidebar panel displays a message that
the Event Definition was successfully added. In the Create Event Definitions row, the Count
has increased by 1, reflecting the Event Definition you just completed.

3.5.2 View Event Definitions

To view the Event Definitions for the current Study:

1. Access the Build Study page by selecting Tasks > Build Study.

2. For the Create Event Definitions row, click the View icon in the Actions column.
The Manage All Event Definitions page opens, listing all Event Definitions created for the
current Study. The Populated column indicates if any data has been entered for any of the
CRFs for the Event.

Manage All Event Definitions in Study Docetaxel in Patients With Completely Resected

NSCLC @

Found 5 Definitions m Show More

gder Mame oID Repeating | Type Category Populated Date Created | Date Updated |Actions

B |Registration |SE_REGISTRATIONVISIT Mo Scheduled Yag 05-Jul-2011 06-Jul-2011 B
Visit [@goodwin) (agoodwin)

B0 |mnital SE_INITIALTREATMENT  |Mo Scheduled | Treatment | Yes 05-Jul-2011 06-Jul-2011 B
Treatment [@goodwin) (agoodwin)

00 |rllowwp |SE_FOLLOWUPTREATMENT Yes Scheduled | Treatment |Yes 05-Jul-2011 06-Jul-2011 B
Treatment [@goodwin) (agoodwin)

D0 |sderse  |SE_ADVERSEEVENTS o Unscheduled |Adverse | Yes 05-Jul-201 1 06-Jul-2011 B
Events Events [@goodwin) (agoodwin)

B  |completion |SE_COMPLETIONVISIT Mo Scheduled Yas 31-Mar-2012  |31-Mar-2012 B
Wisit [DarcyManagone] | (DarcyManagone)

o badk to the Build Study page

3. To help you find an Event Definition, you can type text in the Find field.
4. To view the CRFs and versions assigned to each Event, click Show More at the top of the table.
The following example is a partial view of the page with Show More selected.



Manage All Event Definitions in Study Docetaxel in Patients With Completely Resected NSCLC @

Found § Definitions T  uide
Order Name Lo ]e] Repeating Type Category Populated Date Created  Date Updated CRFs Default Actions
Version
Q Hegetraton SE_REGISTRATIONVISIT  Ne Scheduesd Yes Q5-2ud-2011 Ob-Dul-2012 Verification of [nformed Consent v2.0 B
Visit lagoadwin) (agoadwin]
= v1.0
Prryaical Exam Engins
00 Il SE_INITIALTREATMENT Mo Scheduled  Trestment Yes 05-Jud- 201 1 O6-Jul-2011 Corcamiars Medcatons w10 [ 9, ]
Treatrnent {egoodwin] [agoadwin)
Prysical Bxam English
Agtret Administration w10

5. To view details for an Event Definition, in the Actions column, click the View icon for that
Event.
The View Event Definition page opens.

View Event Definition

Mame: Registl—:lﬁm Wisit
oid: SE_REGISTRATIOMVISIT
Description:
Repeatimg: N
Type: scheduled
Category:
CRFs

Click the "upy/diown™ arrow icons in the "Order” column in the following table to change the order of all CRFs.

Order Mame Required Double Password Default Hide |MNull Source Data Status | Actions
Data Entry | Required Version CRF Valwes |Verification
B8 |verification of Yas Mo Mo v2.0 falsa 100% Required  |available| B4
Informed Consent
B8 Eigibility Yas hao Mo V1.0 falsa 100% Required  |available| IEW
B | Physical Exam Yas Wa Mo Englizh falss Partial Required  |available| 5N

Go Bade to Definition List

6. To view details for any of the CRFs shown on the View Event Definition page, for that CRF,
click the View icon in the Actions column. The View CRF Details page opens, listing the CRF
versions for that CRF. To view details for any of the versions, click the View icon for that
version from the Action column.



Mama: Prysical Exam

Description: Pysical Exam

o1D: F_PHYSICALEXAM

Version Name |oid Description |5tatus Revision Notes Action
English F_PHYSICALEXAM_EMGLISH |Physical Exam available agoodwin 2011-03-09
Espariol F_PHYSICALEXAM_ESPAOL | Physical Exam available agoodwin 2011-03-09

3.5.3 Edit Event Definitions

You can change parameters for an Event Definition, add or remove CRFs in the Event Definition, and
change the order in which CRFs and Events appear.

1. Access the Build Study page by selecting Tasks > Build Study.

2. Access the Manage All Event Definitions page by clicking the View icon in the Actions column
for the Create Event Defintions row.

3. If you want to change the order in which the Events appear (as in the Subject Matrix, for
example), use the arrow buttons in the Order column. For example, click a down arrow once to
move that Event down in the order by one position.

4. If you want to change the order in which CRFs appear for an Event:

1. Click the View icon for that Event.

2. In the View Event Definition page, use the arrow buttons in the Order column. For
example, click a down arrow once to move that CRF down in the order by one position.

3. Click the Go Back to Definition list link to return to the Manage All Event Definitions
page.

5. If you want to edit the Event Defintion, from the Actions column of the Manage All Event
Definitions page, click the Edit icon for that Event.

The Update Study Event Definition page opens.



Update Study Event Definition

« A Scheduled event is cne that is expected to coour for each subject as part of the ordinary progress of the study.

An Unscheduled event is not expected to oocur, but may oocwr as croumstance dicates.

Scheduled and unscheduled events typically oocur at some particular time.

A Common event collects data forms, but is not expected to be assodated with a particular time.

The Repeating flag indicates that this type of study event can aocur repeatedly within the containing study.

The Category attribute is typically used to indicate the study phase appropriate to this type of study event. Examples might indlude Soreening,
PreTreatment, Treatment, and FollowUp.

* indicates required field.
Mame: | Aegistration Visit *

Description:

Repeating: () fes & Mo

Type: | Scheduled =

Category:

CRFs

Add a Mew CRF
Verification of Informed Consent B
Required: ¥ | Double Data Entry: [ Password Required: [ Default Version: | w2.00 3

Hide CRF: [ Source Data Verification: | 100% Required 5 |

Null Values:

NI [ NA [ UNK [ MASK [

Asku O AV [ OTH O PINE O

NINF [ MSK [ NP [ NPE [

Eligibility B

Required: ¥ | Double Deta Entry: [ Password Required: [ Default Version: | vio 3]
Hide CRF: [ Source Data Verification: | 100% Required 3 |

Nl Valpes:

NI O NA O UNK [ MASK [

asku [0 May [ oTH O PINF O

NINF [ MsK [ NP NPE [

Physical Exam B

Required: ¥ | DoubleData Entry: (] | Password Required: () | Default Version:| English & |
Hide CRF: [ Source Data Verification: | Partial Required = |

Hull Values:

NI O WA O UNK [ MASK [

ASKU [ HAY [ OTH [ PINF [

NINF MsK NP [ MPE [

6. If you want to add a new CRF to the Event Definition:
1. Click the Add a New CREF link (at the top of the CRFs section).
The Update Study Event Definition - Add CRFs page opens. The Selected column shows
the CRFs that are already included in the Event.



Page 1of 1

CRF Name 8

Adverse Events

HAgent Administration
Concomitant Medications
Bligilbility

Phwysical Exam

‘erification of Informed Consent

 Find |

Date Owner Date Last Selected
Created Updated Updated by

05-Jul-2011 | agoodwin | 05-Jul-2011 | agoodwin
05-Jul-2011 | agoodwin | 05-Jul-2011 | agoodwin
05-Jul-2011 | agoodwin | 05-Jul-2011 | agoodwin
05-Jul-2011 | agoodwin | 05-Jul-2011 | agoodwin
05-Jul-2011 | agoodwin | 05-Jul-2011 | agoodwin
05-Jul-2011  |agoodwin | 05-Jul-2011 | agoodwin

BEE O 0O

2. Click the checkbox in the Selected column for the CRFs you want to add to the Event.

3. Click Add.

The Update Study Event Definition page opens and now includes the CRFs you added to

the Event.

7. If you want to remove a CRF from an Event, click the Remove icon &% for that Event.
The Update Study Event Definition page now shows only the name of the CRF you removed,
along with a Restore icon. You can later restore the CRF to the Event by clicking the Restore
icon. The partial view of the example page here shows that the Verification of Informed

Consent CRF was removed:

CRFs

Verification of Informed Consent
Eligibility

Required: ¥ | Double Deta Entry: [

Add a New CRF
Password Required: [ Default Version: [ w10 =]

Hide CRF: [ Source Data Verffication: [ % ]

KL A ] UKE ] MASK [

ASKU [ MAV [ OTH O FINF [

KINF [ MSK [ NP [ NPE [

Physical Exam ﬂ

Required: # | Double Data Entry: [ Password Required: [ Default Version: [ English % |
Hide CRF: [ Source Data Verification: [ % ]

N O NA [ UNK [ MASK [

ASKU [ MAY [ oTH O FINF [

NINF [ MSK [ NP [ NPE [

8. You can change the Name and other values for the Event Definition, and can change
parameters for any of the CRFs, such as the default version or Null Values. For more
information, see Create Event Definitions.

9. When you finish making changes to the Event Definition, click Confirm.
The Confirm Event Definition Updates page opens.
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Mame: Registration Visit

Description:

Repeating: No

Type: scheduled

Category:
CRFs

Mame Required| Double Password Default  Mull Status Hide |Source Data

Data Entry Required Version  Values CRF  Verification

‘erification of es No Mo va.0 available false | 100% Required
Infiormed Consent

Eligibility Yes No Mo v1.0 available false |100% Reguired
Pivys=ical Exam Yes No Mo English available false |Partal Reguired

10. Verify the changes you made, then click Confirm and Finish.
The Manage All Event Definitions page opens, reflecting the changes you made.

3.5.4 Remove and Restore Event Definitions

Remove Event Definition from Study
You can remove a Study Event Definition from the Study.

1. Access the Build Study page by selecting Tasks > Build Study.

2. Access the Manage All Event Definitions page by clicking the View icon in the Actions column
for the Create Event Definitions task.

3. For the Event Definition you want to remove, click the Remove icon in the Actions column.
The Confirm Removal of Event Definition page opens. It lists all Subjects whose status for the
Study Event is other than "not scheduled."

Mame: Completion Visit
Description: Final visit when Subject finishes treatment as part of the Study.
Repeating: Mo
Type: scheduled
Category:
CRFs:
Physical Exam available

Reguired: Yes Double Data Entry: Yes  Enforce dedsion conditions: Mo | Default Version: English | Null Values: NILNA,

Study Event:
Study Subject ID Start Date End Date
17 F1-Mar-2012

4. Verify the information, then click Remove Event Definition.
5. Click OK in the confirmation dialog box.



The Manage All Event Definitions page opens, and reflects the Event Definition you just
removed.

After removing the Event Definition, any Subject data already collected for that Event is maintained
in the system, and you can view the data. However, you cannot enter new data for the Event for any
Subjects. When you view a Subject record where data had already been captured for the Event, the
status of CRFs for the Event is reported as "invalid." Similarly, when you create datasets, you cannot
include the removed Event.

Restore Event Definition to Study
To restore an Event you removed from the Study:

1. Access the Build Study page by selecting Tasks > Build Study.

2. Access the Manage All Event Definitions page by clicking the View icon in the Actions column
for the Create Event Definitions row.

3. For the Event Definition you want to restore, click the Restore icon in the Actions column.
The Confirm Restore of Event Definition page opens. It lists all Subjects whose status for the
Study Event is other than "not scheduled."

4. Verify the information, then click Restore Event Definition.

5. Click OK in the confirmation dialog box.

The Manage All Event Definitions page opens, and reflects the Event Definition you just
restored. All Subject data for that Event is restored and can be modified if needed. Subjects
can again be scheduled and data can be collected for that Event.

3.6 Create and Modify Subject Group Classes

If your user Role has appropriate permission, you can create, edit, remove, and restore Subject
Group Classes for the current Study using the Study Setup module, as described in the topics on this

page.

If instead you want to view Subjects assigned to existing Subject Group Classes, use the Manage
Groups feature in the Monitor and Manage Data module.

Or, if you instead want to assign a Subject to a Group within a Group Class, you can do so when you
add the Subject to the Study, or by editing a Subject's record.

Approved for publication by Ben Baumann. Signed on 2014-03-24 8:39AM
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3.6.1 About Subject Group Classes

Use Subject Group Classes in OpenClinica to categorize Subjects within a Study, such as for
treatment options. For example, you might create a Subject Group Class called Treatment Group
that contains three Subject Groups within the Class: Regimen [, Regimen II, and Regimen III. There
can be multiple Group Classes within a Study. For example, you can also have a Group Class for age
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with these Groups: Adolescent, Adult, and Elderly. You can specify that a Study Subject be required
to be assigned to a Group, or allow assignment to Groups as optional. A Study Subject can be
assigned to more than one Group Class, but can be assigned to only one Group within a Group Class.

3.6.2 Create Subject Group Class

To create Subject Group Classes and Groups within a Class:

1. Select Tasks > Build Study.

The Build Study page opens for the current Study.

2. You can see the number of existing Group Classes for the current Study in the Count column
for Create Subject Group Class. To see more information, click the View icon in the Actions
column.

3. On the Build Study page, click the Add icon in the Actions column for the Create Subject
Group Class task.

The Create a Subject Group Class page opens.

* indicates required field.

Kame:
— ~]
Subject Assignment: () Required (%) Optional

Study Groups: o
Hame Description

4. Complete the fields on the page. This information is primarily used for reporting and affects
workflow and data collection in OpenClinica only when a Subject Assignment to a Group Class
is required.

1. Provide a name for the Group Class. For example, Age Group.

2. Select the type of Group Class. For example, Demographic.

3. Specify if assignment to the Group Class is required or optional.

4. Enter a name and description for each Group within that Group Class. For example:
= Adolescent: Subjects under 18 years old.
= Adult: Subjects between 18 and 65 years old.



5.

= Elderly: Subjects over 65 years old.
Click Confirm Subject Group Class.
The Confirm Subject Group Class page displays, showing you the information you just entered.

6. Click Submit Subject Group Class.

The Build Study page displays. The Count for Create Subject Group Class has increased by 1, a
reflection of the Group Class you just added.

3.6.3 Edit Subject Group Class

After creating a Subject Group Class, you can modify the information for it:

1.

Select Tasks > Build Study.

The Build Study page opens for the current Study.

Click the View icon in the Actions column for the Create Subject Group Class task.

The Manage All Groups page opens, listing information about all Subject Group Classes for the
current Study.

Subiject Acthons
Groups
Agee Grouping Demographic Optional Docetaxel in Patients With Completely Resected | Adclescent availabie
NSCLC Ak
Eldarly
Frequency Group Cither Ciptionial Docetaxsl in Patients With Completely Resected | Daily remioved
WSCLC Weikhy
Horthily
Treatment; Lnoup AT Lo Docetaxsl in Pabents With Lompletely Reseched Hegimen | il
WSCLC Regirmen 11

Regiren 111

You can click any column header that is in blue (a link) to sort by that column. You can also
enter a string in the Find field to filter the list to show only those Group Classes whose name,
Type, or Subject Assignment includes that string.

In the Actions column, click the Edit icon for the Group Class you want to modify.

The Update a Subject Group Class page opens for the Group Class you selected.

Make changes to the Group Class and Group information.

Click Confirm Subject Group Class.

The Confirm a Subject Group Class page displays, showing you the information you just
entered.

. Click Submit Subject Group Class.

The Manage All Groups page displays, reflecting the changes you made.

3.6.4 Remove or Restore Subject Group Class

You can remove a Subject Group Class. After removing a Group Class, no additional users can be
assigned to the Group Class, however the records for any Subjects already assigned to that Group
Class will still reflect the assignment. To remove a Subject Group Class:

1. Select Tasks > Build Study.

The Build Study page opens for the current Study.



2. Click the View icon in the Actions column for the Create Subject Group Class task.
The Manage All Groups page opens, listing all Subject Group Classes for the current Study.
3. In the Actions column, click the Remove icon for the Group Class you want to remove.
The Confirm to Remove a Subject Group Class page opens for the Group Class you selected.
4. Click Remove Subject Group Class.
5. In the confirmation popup window, click OK.
The Manage All Groups page displays. The Group Class you removed is listed in the table, but
the Restore icon is in the Actions column, having replaced the View and Edit icons.

You can restore a removed Subject Group Class, which means that Subjects can again be added to it.
To do so:

1. Select Tasks > Build Study.
The Build Study page opens for the current Study.
2. Click the View icon in the Actions column for the Create Subject Group Class task.
The Manage All Groups page opens, listing all Subject Group Classes for the current Study.
3. In the Actions column, click the Restore icon for the Group Class you want to restore.
The Confirm to Restore a Subject Group Class page opens for the Group Class you selected.
4. Click Restore Subject Group Class.
5. In the confirmation popup window, click OK.
The Manage All Groups page displays. The Group Class you restored now has View and Edit
icons in the Actions column instead of the Restore icon.

3.7 Create Rules

You can create Rules to perform advanced validation for Study data within OpenClinica. For details,
see Rules.
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3.8 Create and Modify Sites
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3.8.1 About Sites

In OpenClinica, a Site is typically a location to which Subjects are assigned, although it can be a
different organization to which Subjects are assigned. A Study can have more than one Site, where
each Site might be in a different city or at a different institution. Event Definitions for the Study are
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assigned to Sites in the Study. Subjects are added to a Site and scheduled for Events at the Site.
OpenClinica users are assigned permission to access information at one or more Sites, and can also
be assigned to access data at the overall Study level.

Even if there is only one location for a Study when you create it, it is strongly recommended that you
create a Site for it, and add Subjects to the Site rather than only add them at the Study level. By
doing this, there are more options available for user permissions, and you will be able to easily add
Sites in the future, should the Study expand.

3.8.2 Create Site

A user whose Role has appropriate permission can create a new Site. When you create a new Site, it
inherits some information from its parent Study, but you can make changes to it.

You can create Sites for a Study at any time after you have completed the first five steps in the Build
Study process.

To create a Site:

1. Change the current Study to the Study you want to create a Site for.
2. Select Tasks > Build Study.

The Build Study page for the current Study opens.
3. In the table, for Create Sites (Task 6), click the Add icon

The Create a New Site page opens.
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* indicates required field.
: Create Site Properties

Parent Study: | Docetaxel in Patients With Completely Resected
NSCLC

Site Mame:
Unique Protocol ID:

Secondary IDs
{separate by commas):

Principal Investigator:

Brief Summary:

Protocol Verification/IRB Approval Date:

Start Date: [ i |
Estimated Completion Date:
Expected total enroliment: | ¢ .
Facility Mame:
Facility City:

Fadility State/Provinoe:

Facility ZIP:

Facility Country:

Facility Contact Name:

Fadility Contact Degree:

Fadility Contact Fhone:

Facility Contact Email:
Site Status for this study: | 2vEkEbla

Interview Date Required? O Yes O No @) Not Used

When Performing Data Entry, Interviewer Name O Yes O Mo @ Not Used
Required?

Interviewer Mame Default s Stank? & Blank O Pre-Populated from active user
Interview Date Default as Blank? & Blank O Pre-Populated from Study Event

E Registration Visit

& Initial Treatment

= Follow-up Treatment
E Adverse Events

4. Complete at least the required fields in the Create Site Properties section, referring to these
guidelines as needed:

o The Protocol ID for the Site must be unique.

o The Expected total enrollment is for reporting statistics only; it does not limit the
number of Subjects you can add to the Site, nor is it used to enforce any minimum
required enrollment.

o You can view but cannot change the Site Status at this point; its Status is "available"
when you first create it. You can also complete the other fields and can make changes to
the Site Event Definitions.

5. You can update Site Event Definitions. The Events for all Sites in a Study must be the same,



but you can use different CRF versions and different CRF parameters at different Sites. For
example, you might use an English version of a CRF at one Site, and a French version of the
same CRF at a different Site, or you might require double data entry for a CRF for one Site but
not for another Site. The default values are specified for the Study as part of the Event
Defiinition; for more information, see Create and Modify Event Definitions.

Click Confirm Site.

The Confirm Site page opens.

. Verify that the information is correct, then click Submit Site.

The Build Study page opens. The Count for the Create Sites task increased by one to reflect
the Site you just added.

. Continue adding Sites by repeating steps 3 through 6 now, or at another time. When you have

completed adding Sites, select the Mark Complete checkbox for the Create Sites task, then
click Save. Note that even though the task Status is Complete, you can add more Sites later.

3.8.3 View Site Information

To view information about the current Site, click the Site name link in the Other Info sidebar panel
or at the top of the page. The view Study Metadata page opens, showing information for the current

Site.

To view all Sites assigned to the current Study and access information for each Site:

1.

Change the current Study to the Study whose Site information you want to access.

2. Select Tasks > Build Study.

The Build Study page for the current Study opens.

. In the table, for Create Sites (Task 6), click the View icon.

The Manage All Sites page for the current Study opens, listing a summary of information for
each Site in the Study.

Page 1 of 1

oID Status
Cambridge Center for Ri1-123456-CC50 | 5_R0112345 5657 Thomas Katz MD, | Cambridge Center for 05-Jul-2011 available
Surgical Oncology FhD Surgical Oncology
Center for Cancer Research | RO1-123456-CCRC | 5_R0112345_7540| Thomas Katz MD, |Center for Cancer Research |05-Jul-2011 available
at Cambridge FhD at Cambridge
Somerville Cancer Ri1-12345-5CRC  |5_RO112345_7258 Thomas Katz MD, |Somerville Cancer Research |05-Jul-2011 available
Research Consortium FhD Consortium

Somerville Medical Center | RO1-12345-SMC | 5_R0112345_8478| Thomas Katz MD, |Somerville Medical Center | 05-Jul-2011 available
PhD

. To view information about a Site, click the View icon in the Actions column for that Site.

The View Site Details page opens for that Site.

. The View Site Details page displays information for the site. From the page, you can print all

CRFs for each Event by clicking the Print icon in the Event section.
Click Exit to return to the Manage All Sites page, from which you can make changes to Site
details or the Site status.
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3.8.4 Edit Site Information

After creating a Site, you can edit the information for it, including its status:

1. Change the current Study to the Study whose Site information you want to access.
2. Select Tasks > Build Study.
The Build Study page for the current Study opens.

3. In the table, for Create Sites (Task 6), click the View icon.

The Manage All Sites page for the current Study opens, listing a summary of information for
each Site in the Study.

4. Click the Edit icon in the Actions column for the Site whose information you want to edit.

The Update Site Details page opens, showing current values for the Site details.

5. Make changes to values in the Update Site Properties section, including changing the Status
for the Site. The Status values you can select for a Site are: available, pending, locked, and
frozen. For more about the meaning of each Status value, see Status of a Study; the meanings
described in that topic apply, but they are for the Site, not the Study.

6. Make changes to information for any of the Event Definitions for the Site. For example, you
might use an English version of a CRF at one Site, and a French version of the same CRF at a
different Site, or you might require double data entry for a CRF for one Site but not for
another Site.

7. Click Submit Site.

The Manage All Sites page opens.

3.8.5 Remove or Restore Site

Remove a Site

You can remove a Site to make it unavailable. This removes all Events, Users, and Subjects for the
Site, but does not delete any data. After removing a Site, you can restore it, if needed. To remove a
Site:

1. Change the current Study to the Study whose Site you want to remove.
2. Select Tasks > Build Study.
The Build Study page for the current Study opens.
3. In Actions column for the Create Sites task, click the View icon.
The Manage All Sites in Study page opens, listing all Sites in the current Study.
4. In the table, click the Remove icon for the Site you want to remove.
The Confirm Removal of Site page opens.
5. Click Remove Site.
6. In the confirmation dialog box, click OK.
The Manage All Sites page opens. The status for the Site is reported as "removed."

Restore a Site

After removing a Site, you can restore it if you want to access it again. The relationships of Subjects
to the Site and the Site to the Study are preserved. To restore a Site:

1. Change the current Study to the Study whose Site you want to restore.
2. Select Tasks > Build Study.
The Build Study page for the current Study opens.
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3. In Actions column for the Create Sites task, click the View icon.
The Manage All Sites in Study page opens, listing all Sites in the current Study.
4. In the table, click the Restore icon for the Site you want to restore.
The Confirm Restore of Site page opens.
5. Click Restore Site.
6. In the confirmation dialog box, click OK.
The Manage All Sites page opens, and the Site status is no longer "removed."

3.9 Users and Roles at Current Study or Site

When you set up a Study, you assign OpenClinica users to it so they can work with the system and
access Studies and Sites in it. You also specify their user Roles at the Study level and for Sites in the
Study. As part of the Study Setup module, you can also view all users, make changes to user
assignments, assign additional users, remove users, and change user Roles at the current Study or
Site.
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3.9.1 View Users and Roles at Current Study
or Site

You can view summary information for all users at the current Study or Site, and you can view
additional information for each user. For descriptions of the terms that apply to user accounts, see
About User Information in the Study Setup Module.

View Information for All Users at Current Study or Site

To view users already assigned to the current Study or Site, select the Tasks menu, and in the Study
Setup module, select Users.

The Manage All Users page opens for the current Study or Site, with all users listed in a table.

e When the current Study is at the Study level, the table includes a row for the user at the Study
level, as well as a row for each Site the user is assigned to in the current Study.

e When the current Study is at the Site level, the table includes one row for each user assigned
to the Site.

Manage All Users for the Current Study:
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Manage All Users In Docetaxel in Patients With Completely Resected NSCLC @

I Page 1of 3 » m= | m Assign New User to Current Study
User Name B First Name|Last Name| Role Study Name Status |Actions

ametes Ali Costes | Data Manager Docetasel in Patients With Completely Resected NSCLE available (& N & |
ag_monitor | Alicia Monitar | Monitor Docetaxel in Patients With Completely Resected NSCLC | available (& W & ]
agoodsin Alicia Goodwin | Data Manager Dacetaxel in Patients With Completely Resected NSCLE available (& N & |
bi_investigatar | Ben Investigatar | Investigator Cambridge Center for Surgical Onoology available (& N & |
bbaumann Ben Baumann | Data Manager Docetasel in Patients With Completely Resected NSCLE available (& N & |
BuddyAdams | Buddy Adams Data Manager Docetaxel in Patients With Completely Resected NSCLC | available (& W & ]
ChrisRCole | Chris Cole Clinical Resaarch Coardinator | Cambridge Center For Surgical Oncology available (& N & |
ChrisRCole | Chris Cole Data Spedialist Docetasel in Patients With Completely Resected NSCLE available (& N & |
DanaEnder | Dana Ender Data Enry Person Docetaxel in Patients With Completely Resected NSCLE available (& N & |
DarcyManagone | Darcy Managone | Data Manager Docetaxel in Patients With Completely Resected NSCLC | available (& W & ]

Go badk to the Build Study page

Manage All Users for the Current Site:

Manage All Users In Cambridge Center for Surgical Oncology @

I Page 1of 1 [ m Assign Mew User to Current Study

User Name B| First Name|Last Name| Role Study Name Status | Actions
bb_investigator | Ben Investigator| Imvestigator Cambridge Center for Surgical Oncology | available (& M & ]
ChrisRCole Chris Cole Clinical Research Coordinator | Cambridge Center for Surgical Oncology | available 0o e
jsmith_cre Jon Smith Clinical Research Coordinator Cambridge Center for Surgical Oncology | available 0o e
thatz Thomas  |Katz Irvestigator Cambridge Center for Surgical Oncology |available 0o e

View Information for A User at Current Study or Site

From the Manage All Users page, you can view more information about a user by clicking the View
icon. The View User Account page opens.

View User Account for User at the Current Study:

View User Account

' First Name: Chis
Last Mame: Cole
Email: coole@oc.org
Institutional Affiliation: ac
User Type: User
Status: availaile
Date Created: 4-Apr-2012
Created By: DarcyManagone
Date Updated: 4-Apr-2012
Updated by: DarcyManagone
Role: Data Specialist
Study: Docetaxel in Patients With Completely Besacted NSCLC

Go Back to User List



View User Account for User at the Current Site:

First Name: Chris

Last Mame: Caole

Email: omlefoc.ong
Institutional Affiliation: oC

User Type: Uiser

Status: available

Date Created: Od-Apr-2012
Created By: DarcyManagone
Date Updated: Od-Apr-2012
Updated by: DarcyManagone

Role:

Clinical Research Coordinator

Study: Cambridge Center for Surgical Oncoliog

3.9.1.1 About User Information in the Study
Setup Module

The following information is helpful when you work with user accounts in the Study Setup module:

User Name: Is not the same as any other user name in the OpenClinica system.

Email: Address for the user. Used for messages that the OpenClinica system sends, such as
notification when a job completes, or a temporary password if the user requests a new
password.

User Type: The User Type was specified in the Administration module. For more information,
see About User Roles and Types.

Status: Not relevant to user information accessed from the Study Setup module.

Role: Roles for the Active Study, which you assign when you create the user, and all other
Roles in the current Study or in the system, depending on how you view the user information.
Available Roles depend on whether the current Study is at the Site or Study level. After
creating the user, you can change or remove the Role for each Study or Site the user is
assigned to. For more information, see About User Roles and Types.

Study: A user can be assigned to the Study level and/or to Sites within the Study. When the
current Study is set to the Study level, the Study field reports the name and the Study and all
Sites within the Study to which the user is assigned. When the current Study is set to the Site
level, the Study field reports only the current Site name.

3.9.2 Assign Users to Current Study or Site

Before you can assign a user to a Study or Site, they must exist in the OpenClinica system, having
been added to the system with the Administration module. The following steps describe how to
assign a user to the current Study or Site from the Study Setup module. In the Study Setup module,
you can only assign users in the current Study or Site. If you want to assign users across multiple
Studies and Site, you will need to repeat the steps for each Study and Site, or use the user account
features in the Administration module that allow you to assign multiple users at one time.
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To assign users to the current Study or Site, using the Study Setup module:

1. Change the current Study or Site to the one you want to assign users to.
2. In the Tasks menu, under the Study Setup module, select Users.

The Manage All Users page opens.
3. Click the link Assign New User to Current Study.

The Assign Users page opens and includes the following:

o The page heading: Indicates whether you are assigning to the Study level or Site level.

o The table: Lists all users in your OpenClinica system, on one or more pages.

o The Selected column: Includes a checkbox if the user is not assigned to the current
Study or Site. If the user is already assigned, the column displays "assigned" instead of a
checkbox.

o The Role column: Provides a drop-down list if the user is not assigned to the current
Study or Site, where the Roles in the list differ if the current Study is at the Study level
or the Site level. If the user is already assigned to the current Study or Site, it reports
their Role there. If the Role is "invalid," the user has been removed from the current
Study or Site.

o The Notes column: Reports other assignments for the user. If you are at the Site level,
the Notes column reports the user's Role at the parent Study level, if any. If you are at
the Study level, the Notes column reports the user's Roles at Sites in the current Study,
if any.

Assign Users to Study Level:

#

Mote: IF you wish to assign users to a site you must first be

Page 1of 3
Role Selected Motes

acoates Al Coates Data Manager azzigned
ag_manitor Alicia Monitor Monitor azzigned
agoodwin Alicia Goodwin Data Manager azzigned
bb_investigator |Ben Investigator || Data Entry Person j = Data Specialist in Site:Camibridge Center for Surgical Oncology;
boaumann Ban Baumann | Data Manager azzigned
BuddyAdams Buddy Adams Data Manager azzigned
ChrisRCole Chris Cale Data Specialist azzigned
DanaEnder Dana Ender Data Entry Person azzigned
DarcyManagone | Darcy Managone | Data Manager azzigned

Assign Users to Site Level:
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3

Mote: If you wish to assign users to a study you must first be

Page 1of 3

Role Selected | Notes
amates Al Coates Clinical Research Coord d = Data Manager in Farent Study
ag_manitor Alicia IMonitor Clinical Ressarch Coordil = || | [ Monitor in Parent Study
agoodwin Alicia Goodwiri Clinical Research Coordil = || | Data Manager in Parent Study
bl _investigator |Ben Imvestigator | Investigator assigned
bbaumann Ban Baumann Clinical Research Coord j = Data Manager in Farent Study
BuddyAdams Buddy Adams Clinical Research Coord j = Data Manager in Farent Study
ChrisRCole Chris Cale Clinical Research Coordinator assigned
DanaEnder Dana Ender Clinical Research Coordi = || | [ Clinical Research Coordinator in Parent Study
DarcyManagone | Darcy Managone Clinical Research Coord j = Data Manager in Farent Study

4. Locate the users you want to assign. If you want to limit the users shown to only those that
match criteria you specify, use the Find filter, or sort on a column by clicking the column
header.

5. For the user you want to assign to the current Study or Site:

1. Select the checkbox in the Selected column.
2. Select the Role you want to assign to the user from the drop-down list in the Role
column.

6. Repeat for other users on the same page who you want to assign, then click Submit.

The Alerts and Messages sidebar panel reports the assignments you just made.
The Manage All Users page opens for the current Study or Site, and lists the users you just
assigned; use it if you need to change users' Roles at the Study or Site.

7. To add more users, such as those listed on other pages of the Assign Users page, repeat this
process, starting at step 1.

3.9.3 Change User Role at Current Study or
Site

To change a user's role at the current Site, or at the current Study and Sites within the Study:

1. From the Tasks menu, in the Study Setup module, select Users.

The Manage All Users page opens for the current Study or Site. For more information about
the page, see View Users and Roles at Current Study or Site.

2. Click the Set Role icon £¥ for the user whose Role you want to change. If you are at the Site
level, you can only change Roles at the Site. If you are at the Study level, you can change Roles
at the Study level or at Sites within the Study:

o To change the user Role at the Study level, use the icon in that row.
o To change the user Role at a Site within the current Study, use the icon in the row for
that Site.
The Set User Role page opens for the user at that Study or Site.
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First Mame: Chris
Last Name: Cole
Study Name: Docetaxel in Patients With Completely Resected NSCLC

Study User Rale: Data Specialist j

3. Select the new Role for the user from the drop-down list, then click Submit.
The Manage All Users page opens for the current Study or Site and reflects the Role change
you just made.

3.9.4 Remove User from Current Study or
Site

When you remove a user from the current Study or Site, the user can still log in to OpenClinica, but
can no longer access the Study or Site that they were removed from, and they cannot use the
Change Current Study or Site feature to select that Study or Site. Removing a user from the current
Study removes them from access at the Study level; it does not remove the user from any Sites they
are assigned to within that Study. To remove a user from the Study level and from all Sites within
the Study to which they are assigned, separately remove the user from Study and from each Site.

To remove a user from the current Study or Site:

1. From the Tasks menu, in the Study Setup module, select Users.
The Manage All Users page opens for the current Study or Site. For more about the page, see
View Users and Roles at Current Study or Site.
2. Click the Remove Role icon £ ¥ for the user you want to remove:
o If you are at the Site level, you can only remove users from that Site.
o If you are at the Study level and you want to remove the user from the Study level, use
the icon in the row for the Study.
o If you are at the Study level and you want to remove the user from a Site in the current
Study, use the icon in the row for that Site.
The Remove User Role page opens for the user at that Study or Site.

First Name: Chiris
Last Mama: Cola
Role: Data Specialist

3. Verify the information, then click Confirm.
The Manage All Users page opens for the current Study or Site. The user you just removed is
no longer listed in the table for that Site or Study.

4. Repeat steps 2 and 3 if you want to remove the user at other Sites or the Study, or to remove
additional users.

After removing a user from a Site or Study, you cannot restore them using the Study Setup module.
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Instead, use the Restore User feature in the Administration module.

You can remove a user from the OpenClinica system so that they cannot log in, and therefore, cannot
access any Studies or Sites: use the Remove User feature in the Administration module.
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