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Audience

Preface

This guide provides information about how to use Oracle Health Sciences Mobile
Clinical Research Associate Server (Mobile CRA) Configuration Utility application.

This preface contains the following topics:

= Audience on page v

= Documentation Accessibility on page v

s Finding Information and Patches on My Oracle Support on page v
s Finding Documentation on Oracle Technology Network on page vii
= Related Documents on page vii

= Conventions on page viii

This guide is intended for the following job classifications:

= Mobile CRA Configuration Utility Administrators

Documentation Accessibility

For information about Oracle's commitment to accessibility, visit the Oracle
Accessibility Program website at
http://www.oracle.com/pls/topic/lookup?ctx=acc&id=docacc.

Access to Oracle Support

Oracle customers that have purchased support have access to electronic support
through My Oracle Support. For information, visit
http://www.oracle.com/pls/topic/lookup?ctx=acc&id=info or visit
http://www.oracle.com/pls/topic/lookup?ctx=acc&id=trs if you are
hearing impaired.

Finding Information and Patches on My Oracle Support

Your source for the latest information about Oracle Health Sciences Mobile Clinical
Research Associate is Oracle Support's self-service Web site, My Oracle Support
(formerly MetaLink).



Before you install and use an Oracle software release, always visit the My Oracle
Support Web site for the latest information, including alerts, release notes,
documentation, and patches.

Creating a My Oracle Support Account

You must register at My Oracle Support to obtain a user name and password account
before you can enter the Web site.

To register for My Oracle Support:
1. Open a Web browser to http: //support.oracle.com.

2. Click the Register here link to create a My Oracle Support account. The
registration page opens.

3. Follow the instructions on the registration page.

Signing In to My Oracle Support
To sign in to My Oracle Support:

1. Open a Web browser to http: //support.oracle.com.
2. Click Sign In.

3. Enter your user name and password.

4

Click Go to open the My Oracle Support home page.

Searching for Knowledge Articles by ID Number or Text String

The fastest way to search for product documentation, release notes, and white papers
is by the article ID number.

To search by the article ID number:

1. Sign in to My Oracle Support at http: //support.oracle.com

2. Locate the Search box in the upper right corner of the My Oracle Support page.

3. Click the sources icon to the left of the search box, and then select Article ID from
the list.

4. Enter the article ID number in the text box.

5. Click the magnifying glass icon to the right of the search box (or press the Enter
key) to execute your search.

The Knowledge page displays the results of your search. If the article is found,
click the link to view the abstract, text, attachments, and related products.

In addition to searching by article ID, you can use the following My Oracle Support
tools to browse and search the knowledge base:

s Product Focus — On the Knowledge page, you can drill into a product area
through the Browse Knowledge menu on the left side of the page. In the Browse
any Product, By Name field, type in part of the product name, and then select the
product from the list. Alternatively, you can click the arrow icon to view the
complete list of Oracle products and then select your product. This option lets you
focus your browsing and searching on a specific product or set of products.

= Refine Search — Once you have results from a search, use the Refine Search
options on the right side of the Knowledge page to narrow your search and make
the results more relevant.

viOracle Health Sciences Mobile Clinical Research Associate Server Administrator's Guide



Advanced Search — You can specify one or more search criteria, such as source,
exact phrase, and related product, to find knowledge articles and documentation.

Finding Patches on My Oracle Support

Be sure to check My Oracle Support for the latest patches, if any, for your product. You
can search for patches by patch ID or number, or by product or family.

To locate and download a patch:

1.
2

Sign in to My Oracle Supportat http: //support.oracle.com.
Click the Patches & Updates tab.

The Patches & Updates page opens and displays the Patch Search region. You have
the following options:

s In the Patch ID or Number is field, enter the primary bug number of the patch
you want. This option is useful if you already know the patch number.

» To find a patch by product name, release, and platform, click the Product or
Family link to enter one or more search criteria.

Click Search to execute your query. The Patch Search Results page opens.

Click the patch ID number. The system displays details about the patch. In
addition, you can view the Read Me file before downloading the patch.

Click Download. Follow the instructions on the screen to download, save, and
install the patch files.

Finding Documentation on Oracle Technology Network

The Oracle Technology Network Web site contains links to all Oracle user and
reference documentation. To find user documentation for Oracle products:

1.

Go to the Oracle Technology Network at
http://www.oracle.com/technetwork/index.html and log in.
Mouse over the Support tab, then click the Documentation hyperlink.
Alternatively, go to Oracle Documentation page at
http://www.oracle.com/technology/documentation/index.html
Navigate to the product you need and click the link.

For example, scroll down to the Applications section and click Oracle Health
Sciences Applications.

Click the link for the documentation you need.

Related Documents

For more information, see the following documents:

Oracle Business Intelligence Enterprise Edition (OBIEE) Documentation

The Oracle Business Intelligence Suite Enterprise Edition Online Documentation Library
documentation set includes:

Oracle® Fusion Middleware User's Guide for Oracle Business Intelligence Enterprise
Edition 11g Release 1 (11.1.1.7.0)

vii



»  Oracle® Fusion Middleware Metadata Repository Builder’s Guide for Oracle Business
Intelligence Enterprise Edition 11g Release 1 (11.1.1.7.0)

»  Oracle® Fusion Middleware System Administrator’s Guide for Oracle Business
Intelligence Enterprise Edition 11g Release 1 (11.1.1.7.0)

»  Oracle® Fusion Middleware Scheduling Jobs Guide for Oracle Business Intelligence
Enterprise Edition 11¢ Release 1 (11.1.1.7.0)

»  Oracle® Fusion Middleware Security Guide for Oracle Business Intelligence Enterprise
Edition 11g Release 1 (11.1.1.7.0)

»  Oracle® Fusion Middleware Developer’s Guide for Oracle Business Intelligence
Enterprise Edition 11¢ Release 1 (11.1.1.7.0)

»  Oracle® Fusion Middleware Integrator’s Guide for Oracle Business Intelligence

Enterprise Edition 11¢ Release 1 (11.1.1.7.0)

Siebel Clinical Documentation
The Siebel Clinical documentation set includes:

»  Siebel Life Sciences Guide
»  Siebel Data Model Reference for Industry Applications

Conventions

The following text conventions are used in this document:

Convention Meaning

boldface Boldface type indicates graphical user interface elements associated
with an action, or terms defined in text or the glossary.

italic Italic type indicates book titles, emphasis, or placeholder variables for
which you supply particular values.

monospace Monospace type indicates commands within a paragraph, URLs, code
in examples, text that appears on the screen, or text that you enter.
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1

Introduction

This chapter contains the following sections:
s Section 1.1, "Overview"

= Section 1.2, "Logging In"

1.1 Overview

Oracle Health Sciences Mobile Clinical Research Associate Server (Mobile CRA)
integrates with Oracle Clinical Development Analytics (CDA) and Oracle Siebel
Clinical Trial Management System (CTMS) with the help of integration adapters.

The Mobile CRA Server Configuration Utility is a Web-based application that lets you
manage the configuration of these integration adapters. The Configuration Utility
supports the following integration adapters:

= CDA Alert Notifications
s CTMS Mobile Trip Reports

The application can support new adapters from different systems, if required.

1.2 Logging In

Figure 1-1 displays the Configuration Utility Login screen.
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Logging In

Figure 1-1 The Configuration Utility Login Screen

ORACLE" MobileCRA Administration

e

Sign In

User Mame

Password

Sign In

Figure 1-2 displays the Configuration Utility Home screen.

Figure 1-2 The Configuration Utility Home Screen

ORACLE" MobileCRA Administration

Welcome to MobileCRA

% OCDA Configuration % Mobile

Provides administration fadility for configuring and manaaging Alert Notifications and Study-Site Metrics for Provides a
the Site-at-a-glance page, for MobileCRA system. Select follo

[} Alert Notification 3 i
(4} Study-Site Metrics
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2

2.1 Alerts

Alert Notification and Study-Site Metrics

This chapter contains the following sections:

s Section 2.1, "Alerts"

»  Section 2.2, "Managing Alerts in Oracle Business Intelligence Enterprise Edition"
»  Section 2.3, "Mobile Alert Notification Configuration"

s Section 2.4, "Parameter List"

»  Section 2.5, "Study-Site Metrics"

An Alert is a notification by which CRAs are notified about the various aspects of the
studies that they are involved. These alerts may be a site’s performance, number of
patients enrolled in sites, visit dates, and so on.

Mobile CRA lets you create subscriptions for such notifications. It sends alerts to the
CRAs who have subscribed to such Alerts as and when the thresholds (set against that
particular alert) are met.

2.1.1 Types of Alerts

Mobile CRA has two types of alerts:
s Section 2.1.1.1, "Standard or System Alerts"
s Section 2.1.1.2, "User Defined Alerts"

2.1.1.1 Standard or System Alerts

Mobile CRA has 13 out-of-the-box alerts. If required, you can customize these alerts
using OBIEE. The following is the list of all 13 alerts.

2.1.1.1.1  Out-of-the-Box Alerts
The following are the Standard Alerts:

Alert Notification and Study-Site Metrics 2-1



Alerts

Table 2-1 Out-of-the-Box Alerts

Alerts

Description

Count of Enrolled Patient is a Multiple of
Five, No Reset

When the count of patients enrolled in a particular site reaches a number that is
a multiple of 5. You do not need to reset the alert to be triggered.

First Patient has Enrolled at Site, No Reset

When the first patient has been enrolled in a site.

Number of Active Sites is GT threshold,
Manual

When the number of active sites they are assigned to exceeds the threshold set
by the administrator or user. ACTIVE_SITE_COUNT is the parameter
associated with this alert.

Number of CRFs waiting for Verification,
Auto

When the number of CRFs of a particular site, ready for source data verification,
exceeds the threshold set by the administrator or user. CRF_UNVERIFIED is the
parameter associated with this alert. This is an auto reset alert where the site is
pre-defined.

Number of CRFs waiting for Verification,
Manual

When the number of CRFs of a defined site, ready for source data verification,
exceeds the threshold set by the administrator or user. CRF_UNVERIFIED is the
parameter associated with this alert. This is a manual reset alert where the site
has to be defined.

Number of Enrolled Patients is Greater Than
Threshold, Auto

When the number of patients enrolled in a particular site exceeds the threshold
set by the administrator or user. ENROLLED_PATIENT is the parameter
associated with this alert.

Number of Enrolled Patients since Last Site
Visit, Manual

When the number of patients enrolled since the last visit in a particular site
exceeds the threshold set by the administrator or user. ENROLLED_SINCE_
LAST_VISIT is the parameter associated with this alert.

Number of screen failures, Auto

When the number of failures in patient screening for enrollment exceeds the
threshold set by the Administrator or User. SCREENING_DATE and SCREEN_
FAILURE_COUNT are parameters associated with this alert.

Number of Study Sites GT than Threshold,
Manual

When the number of studies assigned to the CRA exceeds the threshold set by
the administrator or user. STUDY_SITE_COUNT is the parameter associated
with this alert.

Percentage of Closed Discrepancies, Auto

When the percentage of discrepancies during source data verification exceeds
the threshold set by the administrator or user. CLOSED_DISCREP_COUNT is
the parameter associated with this alert. This is an auto reset alert.

Percentage of Closed Discrepancies, Manual

When the percentage of discrepancies during source data verification exceeds
the threshold set by the administrator or user. CLOSED_DISCREP_COUNT is
the parameter associated with this alert. This is a manual reset alert.

Number of screen failures, Auto

When the number of patients who failed to pass the enrollment screening
exceeds the threshold set by the administrator or user. SCREENING_DATE and
SCREEN_FAILURE_COUNT are the parameters associated with this alert.

Percentage of Open Queries, Manual

When the count of the open queries in a particular site exceeds the threshold set
by the administrator or user. OPEN_QUERY_COUNT is the parameter
associated with this alert.

2.1.1.2 User Defined Alerts

You can create new alerts as per your specific needs.

2.1.2 Alert Management

You can perform alert management activities as follows:
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Managing Alerts in Oracle Business Intelligence Enterprise Edition

Table 2-2 Alert Management Activities

Application where activity is performed Activity
Oracle Business Intelligence Enterprise Edition (OBIEE) Create, modify, or delete an alert
Mobile CRA Server Configuration Utility Register an alert created in OBIEE

Create an alert rule

Update status of an alert to either active or inactive

Mobile CRA Application (on either an iPhone or iPad) Subscribe to alerts
Set threshold for an alert

View an alert

2.2 Managing Alerts in Oracle Business Intelligence Enterprise Edition

You can perform the following in Oracle Business Intelligence Enterprise Edition
(OBIEE) for alerts:

2.2.1 Customizing a Standard Alert

To customize a standard Alert:
1. Sign in to Oracle Business Intelligence Enterprise Edition.

2, In the global header, click Catalog to display the Catalog page.

Figure 2—1 Catalog Link

Signout O

Help ~

Advanced | Administration

Dashboards ~ | | Mew ~ | B® Open -~ | Signed In A= mobilecra-admin ~

Catalog

A
Create... @ Recent
£ Analysis and Interactive Reporting
E Analysis | Dashboard | More + Others
&% Published Reporting E Count of Fnrolled Patientisa M... g Number of Sereen Failur
E Report | Report Job | More Open | Edit | More ~ Open | Edit | Mare ~
Actionable Intelligence E Percentage Of Closed Discrepa.... E Number of CRFs Waitin
Agent | Action Open | Edit | More Open | Edit | More +
Performance Management E SiteAtAGlance-Query 1 site all metrics
._.j Scorecard | KPI | KPT Watchlist Open | Edit | More Open | Edit | More +
Marketing
Segment | Segment Tree | List Format Q Most Popu lar
Study-Site Subscription by User site all metrics
Browse/Manage... E i )
Open | Edit | More Open | Edit | More +
| All Content ~
@ My Analyses &= =) Study Manager - Study Manag... E Muobile CRA User Chedk
@ My Reports S5 open | Edit | More Open | Edit | More +

@ My Scorecards

@ My Agent Subscriptions
K- My Agents

Marketing Jobs

Report Jobs

Report Job History

Get Started...
E Introduction to Orade BI

% Orade BEI EE Documentation
% Download BI Desktop Tools ~

| *

|

L3

3. Click Shared Folders.
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Managing Alerts in Oracle Business Intelligence Enterprise Edition

Figure 2-2 Shared Folders

ORACLE" Busine: S Al v P Advanced | Administration | Help v
Catalog Home | Catalog | Dashboards ~ | JE Mew ~ | B Open ~ | Signed In As mobil

& Folders ’E‘@ Type | All | Sort | Name A-Z + | [] Show More Details

[0 My Eolde
AT Sared Folers |=— My Dashboard | Last Modified 4/4/2012 8:49:21 PM | Created By mobilecra-admin
Expand | Open | Edit | More ~

Subject Area Contents | Last Modified 4/4/2012 8:49:21PM | Created By Systen

Expand | More +

=l Tasks
My Folders il
(23 Expand [&] Archive
E)Rss [&] unarchive
3¢ Delete E# Upload
Copy {53 Properties
= Rename B Permissions
(§ Create Shortout

Preview

4. C(Click the Mobile CRA folder.

Figure 2-3 Mobile CRA Folder

Advanced | Administration | Help ~ | Sign Out (@]

Home | Catalog | Dashboa B& Open ~ | Signed In As mobilecra-admin ~
UserView [ v ) [E]d8 (v | ea o/ (v ©v K [E [ | Location | [JShow Hidden ]
El Folders i Type |Al ~ | Sort |Name A-Z ~ | [] Show More Details
£ My Folders o N
5 [ shared Folders Count of Enrolled Patient is a Multiple of Five, No Reset | 5
B3 Last Modified 10,/5/2012 12:06:55 AM | Created By BI Administrator Role
O Edit | M
[CMobile crRA Operations pen | Edit | More
Caocoa First Patient has Enrolled at Site, No Reset |
[ site-At-A-Glance Last Modified 10/6/2012 12:39:12 AM | Created By BI Administrator Role
Open | Edit | More
Number of Active Sites is GT threshold, Manual |
Last Modified 10//5/2012 12:06:55 AM | Created By BI Administrator Role
Mumber of Active Sites is GT thresheld, Manual
Open | Edit | More
Number of CRFs Waiting for Verification, Auto |
Last Modified 12/7/2012 6:07:30 AM | Created By BI Administrator Role
Open | Edit | More
] Number of CRFs Waiting for Verification, Auto.catalog | ==
H D Last Modified 10/5/2012 12:02:47 AM | Created By mobilecra-admin
Download | More ~
Number of CRFs Waiting for Verification, Manual |
Last Modified 10,/5/2012 12:06:55 AM | Created By BI Administrator Role
Open | Edit | More
=] Tasks
. Number of CRFs Waiting for Verification1, Manual |
_ Mobile CRA Last Modified 12/4/2012 10:37:52 AM | Created By mobilecra-admin
[ Expand [&] Archive Open | Edit | More
m = [ﬁ Unarchive Number of Enrolled Patients is Greater Than Threshold, Auto |
38 Delete @ Upload Last Modified 10/5/2012 12:06:55 AM | Created By BI Administrator Role
Copy {558 Properties Open | Edit | More
= Rename @ Permissions Number of Enrolled Patients since Last Site Visit, Manual |
(ﬁ Create Shortaut Last Modified 10/5/2012 12:06:55 AM | Created By BI Administrator Role
Open | Edit | More ~ v
Preview

5. All the standard alerts are displayed in the right-hand pane. Navigate to the alert
you want to edit and click the Edit link. The alert is displayed in the Analysis
Editor.
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Managing Alerts in Oracle Business Intelligence Enterprise Edition

6. Navigate to the Criteria tab.

On the left-hand side, the Subject Area pane displays OCDA subject area and its
hierarchical columns.

On the right-hand side upper section, the Selected Columns pane shows the name
of the column's folder (for example, Site-Name) and name of the column (for
example, Site_Name).

On the right-hand side lower section, the Filters pane shows filters to create or edit
filters for the alert.

Figure 2-4 Criteria Tab

Count of Enrolled Patient is a Multiple of Five, No Reset Home | Catalog | Dashboards v | [ New v | B® Cpen ~
| Criteria ' Results | P | Advanced HE G
ESubject Areas o~ |78
& @ ocoa EiSelected Columns T %
g:::: %(;:IHE dick on cqlumn names in the _SL.!bject Areas pane to add them to the an_alysis. Once added,
rs, apply sorting, or delete by didking or hovering over the button next to its name.

3 crF Book
3 Geography
EAnvestigator
EAProduct
[EAProgram

 Study Site : Study-Site
£ B HSM_RULE_SBSCRTIONS _ID = i UsER_ID = (B Study i 5 Site_Name = (B &

CARregion
CAsite
) . < | ¥
[ site visit
Eastudy EIFilters TR e
[ study-Site Add filters to the analysis ariteria by dicking on Filter option for the spedific column in the Selected
[CA5tudy-Site Team Member " Columns pane, or by dicking on the filter button in the Filter pane header. Add a saved filter by
£ study-Site Contacts dicking on add button after selecting its name in the catalog pane.
3 subject 57 Rule Name is equal to / is in Count of Enrolled Patient is a
(3 validation Procedure Multiple of Five, No Reset
COFacts ANDF MOD(- Study-Site Metrics.# Enrol... is equalto / isin 0
ANDF Active Status is equalto / isin Y
[l Catalog G o
Al 5 lod / m AND"F Fired Status is equalto /isin A
List hd

&3 My Folders
[CTShared Folders

7. Drag and drop columns from the left-hand side Subject Area pane to the Selected
Columns pane to modify the alert.

8. Click the Filter option to edit filters of the alert for the specific column or click
Filter in the Filter pane header.

Figure 2-5 Edit Filter

Edit Filter [

Column  Active Status [fZ8

Operator | is equal to [isin v |

Value |Y

Add More Options ~ | Clear Al

[CIProtect Filter

[l Convert this filter to SQL

Help QK || Cancel
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Managing Alerts in Oracle Business Intelligence Enterprise Edition

9. Click OK to save the filter.

2.2.2 Creating a New Alert

To create a new alert, perform the following steps:

1. Sign in to Oracle Business Intelligence Enterprise Edition.

2. In the global header, click New, then Analysis.

Figure 2—-6 The New Tab

Home

dPatientisa M...

IME

Zlosed Discrepa...
[g=2"
Jueryl

TE

on by Alert

IME

EDC - Home

T~

Catalog

Dashboard
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Open | Edit | M
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Open | Edit | M

site all metrics
Open | Edit | M
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3. Click OCDA in Select Subject Area menu.

Figure 2-7 Subject Area
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3 Create Direct Database Request

Create a new SQL request that will be sent directly to the
database. The results of the request, if any, can be
displayed and manipulated within Answers, and
subsequently incorporated into Interactive Dashboards and

Delivers.

Create Analysis from Simple Logical SQL

Create analysis by entering simple logical SQL to Orade BI

Server.

Sign Out (@]

F

4. Navigate to the Criteria tab.

5. Drag and drop columns from the left-hand side Subject Area pane to the Selected

Columns pane to specify criteria for the alert.

6. Click the Filter option to add filters to the alert for the specific column or click

Filter in the Filter pane header.
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Figure 2-8 Filter for a Column
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7. Specify the filter condition in New Filter dialog box.

Figure 2-9 New Filter Condition
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8. Click OK to save the filter.
9. Click the Results tab to see the results, if any.

10. In the Analysis editor, click Save Analysis to display the dialog to save the
analysis.

11. If you want to save the analysis to a personal or shared folder:
a. Inthe Save In box, select the personal or shared folder to save the analysis.
b. In the Name field, enter a name for the analysis, such as Site Names by Study.
c. Click OK.

12. Click OK. The new alert is created.

For the CDA Adapter, the Configuration Utility server lets a system administrator
maintain two key areas of the Mobile CRA system:

s Section 2.3.1, "Rule Management in Administration User Interface"

s Section 2.4, "Parameter List"

2.3 Mobile Alert Notification Configuration
Getting to the Mobile Alert Notification Screen:

Click Alert Notification in left pane of the Home page to reach the Mobile Alert
Notification Configuration Screen.

Figure 2-10 Alert Notification

ORACLE" MobileCRA Administration Adapter ~ Help = | {j admin | Sign Out o

Welcome to MobileCRA

% 'OCDA Configuration ‘Cﬁ Mobile Trip Report Configuration
Provides administration fadility for configuring and managing Alert Notifications and Study-Site Metrics for | | Provides administration fadiity for configuring and managing Trip Report Adapter for MobileCRA system.
the Site-at-a-glance page, for MobileCRA system. Select following link to begin administration of Mobile Trip Repart.

(3}, Alert Notification (3}, Trip Report

[} Study-Site Metrics

% Mobile CRA Integrations and Configurations

Provides administration fadility for setting up integration configurations.

% Integrations & Configurations

This section contains the following topics:

= Section 2.3.1, "Rule Management in Administration User Interface"

2.3.1 Rule Management in Administration User Interface

The Rule management module lets you manage Rule definitions and corresponding
thresholds. To manage a rule, select the alert name from the navigation panel. When
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you select a rule, the right pane displays the Rule definition form, which consists of
the rule parameters and rule thresholds.

The Rule definition form lets an administrator create, update, or delete a rule based on
the business rules defined for the Rule category.

This section contains the following topics:
»  Section 2.3.1.1, "Rule Management Interface"

s Section 2.3.1.2, "Rule Management Operations"

2.3.1.1 Rule Management Interface

Figure 2-11 represents the basic UI layout for rules and alerts. The left pane displays a
list of all rules (which can be sorted). The right upper pane displays rule details and
right lower pane displays Rule Parameters with default values.

When you select a rule in the left pane, the right pane displays the information for that
particular rule. The toolbar icons are for specific Create, Edit, and Remove operations.

Figure 2-11 Rule Management Screen

Mobile Alert Notification Configuration
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The following fields of rules are displayed in the Rule Details pane:
Table 2-3 Field Descriptions - Rule
Field Name Field Description
Alert Name The alert name as defined in the CDA.
Description The details or summary. This is displayed in the Description field of Subscriptions.
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Table 2-3 (Cont.) Field Descriptions - Rule

Field Name Field Description

Re Trigger Type This lets you specify how the alert triggers after the first time. The re-trigger types
available are Manual Alert, Auto Alert, and One time Alert.

Rule Function This column includes the name of the function associated with the rule. For an
OBIEE rule, it includes the name of the OBIEE rule. For an SQL based rule, it
includes the SQL statement representing the rule.

Scope The valid scope of the alert. The valid values are:

STUDY_ID - when the scope is for a study.
STUDY_SITE_ID when the scope is for a particular site within a study.

Full Text This is the notification template. It includes the text that is sent as a message to the

Notification mobile device. The text includes tags which are replaced by the actual values before
being sent.

Status Defines whether the rule is active or not. A rule is in the DRAFT status while it is
being configured or tested. The available options are ACTIVE, INACTIVE, and
DRAFT.

Created By The login name of the user who creates the alert.

Create Date The alert creation date.

Last Updated The date on which the alert was last modified, updated, edited, and saved.

The following fields of rule parameters are displayed in Rule parameters pane:

Table 2-4 Rule Parameter Fields

Field Name Field Description
Rule ID Reference to primary key of the HSM_Rules table.
TypOrd This column is created for de-normalized threshold table (HSM_OBI_

THRESHS). It defines the position (that is, column) in the HSM_OBI_
THRESHS table, and represents the data type and the position of the
parameter. The valid values are:

For string columns - STR1, STR2,STR3, STR4, and STR5
For date columns - DT1, DT2, DT3, DT4, and DT5
For numeric columns - NUM1,NUM2, NUM3, NUM4, and NUM5.

Default Value The default value of the parameter at the rule level.
Parameter Name The parameter name.
Re-Evaluation Type Determines how the parameter is re-evaluated. It is used in combination with

the RE_EVALUATE_FUNC column, which includes the name of the function.
The valid values are SYSTEM (implementations are provided by Oracle) and
USER (user provides the implementation).

Re-Evaluation Function Includes the name of the function which is executed to calculate the new
value of the parameter at the time of reset. These functions can be provided by
Oracle or the client depending on the re-evaluate type column.

2.3.1.2 Rule Management Operations
The Rule Management module supports the following key operations:

s Section 2.3.1.2.1, "Creating a Rule"

s Section 2.3.1.2.2, "Editing a Rule"

s Section 2.3.1.2.3, "Removing a Rule"
s Section 2.3.1.2.4, "Rule Statuses"

2.3.1.21 Creating a Rule
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To create a new rule and its thresholds, perform the following steps:

The default category for a new user-defined rule is User Alert.

1.
2.

Click Create Rule in Rule Details pane.

Enter requisite fields in the Rules Attributes screen.

Figure 2-12 Rule Attributes Screen

3.

Rule Attributes L]

* Rule
Mame

Type | OBIEE &

Description

*Re [ auTO v
Trigger
Type
Rule
Function

* Scope | Study-Site | w

Full Text
Motification

Status | Draft

¥

M Cancel .

Click OK to create the rule.

2.3.1.2.2 Editing a Rule

You can edit an existing user-defined rule and subscription threshold values.

To edit a rule and its thresholds, perform the following steps:

1.

2
3.
4

Click a rule in the List of Rules pane.

Click Edit Rule in the Rule Details pane.

Modify requisite fields in the Rules Attributes screen.
Click OK to save the rule.

2.3.1.2.3 Removing a Rule

You can only remove user-defined rules, and a rule only if no Rule thresholds or user
subscriptions exist.

Note: If any rule parameters exist for a rule, Remove Rule will be
disabled. You must first delete all rule parameters, before you delete a
rule.

To remove a rule, perform the following steps:

1.

Click a rule in the List of Rules pane.
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2. Click Remove Rule in the Rule Details pane.
3. Click Yes in the Remove Rule dialog box.

2.3.1.2.4 Rule Statuses
A rule can have three statuses, DRAFT, ACTIVE, and INACTIVE.

You can change the status of a rule through the Edit Rule operation. The Permitted
status changes are:

Table 2-5 Permitted Status Changes

Current Status Permitted Statuses
DRAFT ACTIVE AND INACTIVE
ACTIVE INACTIVE

INACTIVE DRAFT

When a system administrator creates the rule, the default status is DRAFT.

2.4 Parameter List

Parameters list lets you manage the standardized list of parameters that are used in the
Rule definitions. The interface lets you create and remove existing parameter
definitions.

Figure 2-13 Parameter List
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The Rule Parameters list supports the following key operations:
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s Create - The Create icon lets you create a new Rule Parameter definition. When
you click it, it displays the list of attributes required for creating a new Rule
Parameter definition.

s Delete - The Delete icon lets you delete a parameter definition from the Rule
Parameters table. When you select a parameter for removal, and click Delete, ia
confirmation dialog box is displayed to remove the Rule.

When you click OK, the parameter record is deleted and the Select Columns table
is refreshed.

2.5 Study-Site Metrics

Earlier versions of Mobile CRA displayed only 6 KPIs in the application. Now, there
are 27 KPIs which can be configured, the first three are used for the trending graphs.
You can also change the display order of these KPIs.

Figure 2-14 The Study-Site Metrics Screen
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2.5.1 Changing the Display Order

You can change the order of the KPIs displayed. Perform the following steps:

1. Select the KPI whose display order you want to change. Click Edit.

2. Enter the new display order number in Display Order. Click OK.
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Figure 2-15 Existing KPI Order
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Figure 2-16 displays the corresponding display on the Ipad.

Figure 2-16 Corresponding Display Order on Ipad
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Figure 2-17 displays the changed order in the Configuration Utility.
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Figure 2-17 Changed Display Order
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Figure 2-18 displays the changed display in the Ipad.

Figure 2-18 Corresponding Changed Display Order in Ipad
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Trip Reports

The trip report you see on mobile devices such as the iPhone or iPad is called a
Canonical trip report. The Canonical trip reports' generic trip report structure can
accommodate different kinds of configurations for Trip Reports in the CTMS.

Different implementations configure CTMS differently, either by extending the default
trip report shipped out-of-the-box in CTMS or by completely replacing the default trip
report with one of their own.

You must transform the out-of-the-box CTMS trip report to the Canonical trip report
by extending the default transformation. You can make this transformation through
Extensible Stylesheet Language Transformations (XSLT), a unique but flexible XML
transformation language.

A Canonical trip report is simple in its structure. It is composed of two basic
components:

s Attributes
s Items

Each item can have attributes and (or) items nested inside. It supports multi-level
nesting. This generic structure lets you create any kind of trip report. For example, a
trip report can have a checklist item, follow-up item, and attendee apart from its
attributes. The checklist item may have a nested follow-up item underneath it. Thus,
you may have a 3 level nested Trip Report structure.

To extend the configurations of the default CTMS trip report to your mobile device:

1. Understand the CTMS trip report structure by inspecting the XML coming out of
the CTMS trip report web service.

2. Come up with a Canonical trip report structure that may or may not be same as
the CTMS trip report depending on their needs. For example, a user may default
certain values in the web service so that they can come up with a minimal trip
report structure to make it easy for the Mobile CRA to quickly fill in or they can
design it to accommodate all the fields in CTMS.

3. Transform the CTMS trip report to Canonical trip report using XSLT.

4. Define the display characteristics for those transformed attributes in the
Configuration Utility. The Configuration Utility is where the user defines the
attributes, the item types, and their relationship along with the display
characteristics. The items, attributes, and relationship must mirror the
transformation structure in the XSLT. For example, if a trip report is defined to
have two items types such as checklist.
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3.1 Configuring a Trip Report
Getting to the Mobile Trip Report Configuration Screen:
Click Trip Reports in right pane of the Home page to reach the Configuration Screen.
This section contains the following topics:
»  Section 3.1.1, "Defining Trip Report Types"
= Section 3.1.2, "Defining Attributes"
»  Section 3.1.3, "Defining Subitems"
= Section 3.1.4, "Defining the Category Order"

= Section 3.1.5, "Using EXtensible Stylesheet Language Transformations to Create a
Trip Report”

m  Section 3.1.6, "Source Data Verification"

s Section 3.1.7, "Sample Trip Report in the CTMS"

3.1.1 Defining Trip Report Types

This module lets you define how a trip report is displayed on the device. You can
define the various sections, attributes, and associated checks of the trip report type.
You can also define the order of display.

Figure 3-1 represents the Mobile Trip Report Configuration screen. The left pane
displays a list of all tasks. The right pane displays the corresponding default types in
the top pane and the details of the type selected in the bottom pane.
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Figure 3—-1 The Mobile Trip Report Configuration Screen

Mobile Trip Report Configuration
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ﬁ Assignee Assignee Assignees Check List and Follow Up item Assic
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T‘ subtest2

Columns Hidden & Type Co

Selected Type: Trip Report
Attributes Subitems
Actions + View w 4- Add / Edit 3§ Remove

Data  |DefaulMax
Type  |Value [Leng

Caption Category |Order th Hidden |Require

Accountlocation AcrountLocatior About 1 Text true
Approver Approver About 1 Text ZD false  no
Approver Comments  Approver Comm About i Text 100 false no
AssignedTo Assigned To About 5 Text 20 false  vyes
Comments Comments Summary 1 Text 100  falke no
Completed Completed About i Date false  no
Description Description About 2 Text 20 false  no
InvestigatorFirstflame PI First Name  About 1 Text 20 false  no
InvestigatorLastMame PI Last Mame  About v Text 20 false  no
PrimaryInvestigatorld PrimaryInvestig: About 1 Text true
Protocolld Protocolld About 1 Text 30 true
ProtocolMumber Protocol About 1 Text 20 false  ves
ProtocalTitle Protocol Tile  About 1 Text 20 false no
Reviewer Reviewer About i Text 20 false no
Reviewer Comments  Reviewer Comm About ] Text 100 false no
Siteld Siteld About 1 Text 30 true
SiteName Account About i Text False no
SiteMNumber Site About 1 Text 20 false no
Started Start Caption  About 1 Date true no
< | 1l ] ]
Columns Hidden 1 Attribute Coun

When you select a task from the left pane, the right pane displays the screens related to
that particular task. The toolbar buttons are Action, View, Create, Edit, Remove, and
Audit.

You can define the various sections, sub-sections, the fields among these sections and
sub sections, the date type, and rules around each of these fields.

Mobile CRA has the following report types:

Trip Report
Attendees
Checklist Items
Follow-up Items

Assignees
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The star icon denotes that this is a standard trip report type. You cannot delete the

standard trip report types.

This section contains the following sub sections:

Section 3.1.1.1, "The Action Drop-down List"

s Section 3.1.1.2, "The View Drop-down List"

m  Section 3.1.1.3, "Creating a Trip Report Type"

s Section 3.1.1.4, "Editing a Trip Report'

s Section 3.1.1.5, "Audit Details"

3.1.1.1 The Action Drop-down List

Figure 3-2 represents the Action drop-down list:

Figure 3-2 The Action Drop-down List

Mobile Trip Report Configuration

Audit

jecklist Ttem

T . JMowUp Item

Checklist Ttems

Tasks Trip Report Types
Define Tip Report Types R View ~ Create / Edit 3% Remove &a Audit
Define Picklist Sources : pe Mame |Ca|3t'0n |Categ0rv |Descripﬁ0n
B Define Tip Report Styles | Edit ‘Rmt TipReport  Tip Report Tip Report - Top Level
] e ?endee Attendees Trip Report Attendees

Checdklist Items used in trip report

Follow Up Items  Follow Up Items used in trip report
w Assignee Assignee Assignees Check List and Follow Up item Assign
abe
subtest2
Columns Hidden [ Type Cou
Selected Type: Trip Report
Attributes Subitems
Actions » View v | op Add P Edit 3§ Remove
i ; Data  |DefaulMax i i
Attribute Name Caption Category |Order fpe [Vaue |Length Hidden |Required
j Accountld Accountld About 1 Text 30 true
Accountlocation Accountlocatior About 1 Text 30 true
Approver Approver About 1 Text 20 false no
Approver Comments  Approver Comm About 1 Text 100 false no
AssignedTo Assigned To About 3 Text 20 false  yes
Comments Comments Summary 1 Text 100 false no

When you select Action, it displays the options, Create, Edit, Remove, and Audit.

3.1.1.2 The View Drop-down List

Figure 3-2 represents the View drop-down list:
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Figure 3-3 View Drop-Down List

Mobile Trip Report Configuration
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When you click View, it lets you control the display, and the order in which the
columns are displayed.

When you click Columns, it lets you define what columns are to be displayed, and
what columns are to be hidden. To do this:

1. Click View.

2. Select Columns.

3. Select the columns that you want to display.

Reorder lets you rearrange the order of the columns. To do this:
1. Click View.

2. Select Reorder Columns.

3. You can view the list of Visible columns. Use the arrow keys on the right to
rearrange the order of the columns displayed.

3.1.1.3 Creating a Trip Report Type

To create a trip report type:

1. Click Create to create a Trip Report Type.
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Figure 3—4 Create Trip Report Type Screen

E Create Trip Report Type [
* Type Name | Activity Type
Caption | Activity Type
Category | Checklist Items

Description | Activity Type

Category Order [ Activity,

7 Hide
Caption Attribute
Owerview Attribute 1
Order Attribute

K Cancel

The screen displays the list of attributes required for creating a new trip report
type.
2. Enter requisite fields in the Create Trip Report Type screen.

Table 3-1 Field Descriptions

Serial

Number Field Name Description

1 Type Name Provide a name for the trip report type.

2 Caption Enter the name for an attribute within a section.

3 Category Enter the heading title.

4 Order Enter a number between 1 to 5.

5 Description Add comments, details, or description around the trip report type.

6 Category Order Specify the order in which the various sections appear within a
trip report type. Each section has to be separated by a comma.

7 Caption Attribute Defines the field from which the value is picked up by the system
as a header for the Trip Report Type.

8 Overview Attribute 1 Define the option that comes up for a particular attribute. You can
choose the value from the list of options.

9 Overview Attribute 2 Defines the pick list applicable for a particular trip report type.
For example, for checklist items, status is defined as an Overview
Attribute, and this brings in the values as a pick list for the user to
choose a value.

11 Order Attribute Defines the sequence ordering for the trip report type

3. Click OK to create a trip report type.

3.1.1.4 Editing a Trip Report
To edit a trip report type:

1. Click Edit to edit a trip report.
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Figure 3-5 Edit Trip Report Type Screen

[Z] edit Trip Report Type <]
* Type Name | Trip Report
Caption | Trip Report
Category | Trip Report
Description | ip Report - Top Level

Category Order | about, Attendees, Checklist Items, Fallow Up

Items

Caption Attribute
Overview Attribute 1

Order Attribute
OK Cancel |

2. The Edit Trip Report Type screen displays the list of attributes that can be edited in
a Trip Report type. Click Show More on the screen to display additional attributes.

3. Click OK to save the changes.

3.1.1.5 Audit Details

Click Audit to view the timestamp of when the trip report component was last created
and (or) modified along with the user details.

Figure 3—-6 Audit Details Screen

(@ Audit Details <] |
Type Mame Trip Report [
Caption Trip Report
Category Trip Report |
Description  Trip Report - Top Level |
Created By Admin
Created On  6/2/2012
Modified By testl
Modified On  10/5/2012

™

3.1.2 Defining Attributes

When you select a trip report in the top Trip Report Types pane, it displays the
Selected Type Trip Report screen in the bottom pane.
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Figure 3-7 Selected Trip Report Type Screen

Trip Report Types

E Wiew - Create / Edit 2@ Remove g Audit

I Create  pe Mame |Capti0n |Categor‘r' |Descripti0n

Edit p Report Trip Report Trip Report Trip Report - Top Level
_ ;‘tendee Attendees Trip Report Attendees
) :lecldist Ttem Checklist Items  Checklist Ttems used in trip report
o — _AlowUp Ttem Follow Up Items Follow Up Items used in trip report
o Assignee Assignee Assignees Check List and Follow Up item Assignee
Columns Hidden [ Type Count; 5
]
Selected Type: Trip Report
Attributes Subitems
Actions ~ View w | o Add / Edit 3§ Remove

Attribute Name Caption Category |Order [Data Type E?:La:n‘ T:nxgﬂ-, Hidden Require:IRead Only
AccountId Accountld About 1 Text 30 true -~
AccountLocation Accountlocation About 1 Text 30 frue 3

d Approver Approver About 1 Text 20 false  no no
Approver Comments  Approver Comments  About 1 Text 100 false no yes
AssignedTo Assigned To About 3 Text 20 false  yes yes
Comments Comments Summary 1 Text 100 false no no
Completed Completed About 1 Date false  no yES
Description Description About 2 Text 20 false  no no
InvestigatorFirstilame PI First Mame About 1 Text 20 false  no yes
InvestigatorLastiame PI Last Name About 2 Text 20 false  no yes
PrimaryInvestigatorld PrimaryInvestigatorld About 1 Text true
Protocolld ProtocolId About 1 Text 30 true
ProtocolMumber Protocol About 1 Text 20 false  yes yes
ProtocolTitle Protocol Title About 1 Text 20 false no yes
Reviewer Reviewer About 1 Text 20 false  no no
Reviewer Comments  Reviewer Comments  About 1 Text 100 false no yes
Siteld Siteld About 1 Text 30 true =
SiteMName Account About 1 Text False no yes
SiteMumber Site About 1 Text 20 false  no yes
Started Start Caption About 1 Date true no no
Status Trip Report Status About 3 Text 20 false  no no 3
T dm T A Trem el bmTA Al 1 T =lal e —

3 | 2

Columns Hidden 1 Attribute Count: 27

The screen has two tabs: Attributes and Subitems. By default, the Attributes tab is
displayed.

The toolbar displays the Actions, View, Add, Edit, and Remove icons.

The Action Drop-down List
When you click Action, it lets you view the options, Add, Edit, and Remove.

The View Drop-down List

When you click View, it lets you control the display and the order in which the
columns are displayed.

When you click Columns it lets you define what columns are to be displayed and
what columns are to be hidden. To do this:

1. Click View.
2. Select Columns.
3. Select the columns that you want to display.
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Reorder lets you rearrange the order of the columns. To do this:
1. Click View.
2. Select Reorder Columns.

3. You can view the list of Visible columns. Use the arrow keys on the right to
rearrange the order of the columns displayed.

Adding Attributes

When you click Add, it lets you add an attribute type. The Add attributes screen
displays the list of attributes required for creating a new attribute type. Fields marked
with a star (*) are mandatory fields.

Figure 3-8 Add Type Attributes Screen

[Z] Add Type Attribute <]

* Attribute Name
* Caption
* Category
* Order
Data Type E‘
| Max Length
Default Value
Picklist Field [=]
Hidden IZI
Required E‘
Read Only E‘

| ﬂ Cancel 5

Table 3-2 describes the Add Type Attribute field descriptions.

Table 3-2 Add Type Attribute Field Descriptions.

Serial Number Field Name Descriptions

1 Attribute Name Enter the name of the attribute.

4 Order Enter the number that is used by the system to order the
attribute.

5 Data Type Select the data type from the available options, Text,
Number, Date, and Boolean.

6 Max Length Enter the number that is used by the system to determine
the maximum length of the text input on the mobile
application.

7 Default Value Enter any default value that needs to be displayed.

8 Picklist Field Select the source of values, in case the attribute is a
Picklist.

9 Hidden Specify if the attribute has to be hidden or displayed. The
values are True and False.

10 Required Specify if the attribute has to be mandated or optional.
The values are Yes and No.

11 Read Only Specify if the attribute has to be display only or the user

can type in an input. The values are Yes and No.
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Table 3-2 (Cont.) Add Type Attribute Field Descriptions.

Serial Number Field Name Descriptions

2 Caption Enter the caption for the attribute.

3 Category Specify the sub-section under which the particular
attribute shall be displayed.

4 Order Enter the number that is used by the system to order the
attribute.

5 Data Type Select the data type from the available options, Text,
Number, Date, and Boolean.

6 Max Length Enter the number that is used by the system to determine
the maximum length of the text input on the mobile
application.

7 Default Value Enter any default value that needs to be displayed.

8 Picklist Field Select the source of values, in case the attribute is a
Picklist.

9 Hidden Specify if the attribute has to be hidden or displayed. The
values are True and False.

10 Required Specify if the attribute has to be mandated or optional.
The values are Yes and No.

11 Read Only Specify if the attribute has to be display only or the user

can type in an input. The values are Yes and No.

Editing a Type Attribute

When you click Edit, it lets you edit an attribute type. The Edit Attribute Type screen
displays the list of attributes that can be edited in an attribute type.

Figure 3-9 Editing an Attribute Type

[iE] Edit Type Attribute

* Attribute Name
* Caption

* Category

* Order

Data Type
Max Length
Default Valus
Picklist Field
Hidden
Fequired
Read Only

ccountid
Accountld
About

1

Text b

30

ﬂ Cancel g

Removing an Attribute Type
When you click Remove, it deletes the selected attribute type.
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Figure 3-10 Removing an Attribute Type

‘1\, Remove Type Attribute m

You have chosen to remove AccountId (Type Attribute).

Do you want to proceed?

3.1.2.1 Defining Picklist Sources

Some of the fields in the trip reports need to display a list of values. The Define
Picklists Sources section lets you define the picklists and the source of values for such
fields. Once defined, these can be attached to the required and relevant attributes in
the trip report types.

Figure 3—11 Defining Picklist Sources

Mobile Trip Report Configuration

Tasks Picklist Sources

@ Define Trip Report Types Actions = View ~ Create / Edit $€ Remove | &g Audit

Define Picklist Sources Picklist Mame |T\,rpe |Free Text |Descriph’0n |

g Define Trip Report Styles CHECKLIST_ACTIVITY external L LOV for checklist activity field
CHECKLIST_DISPLAY external O LOV for chedkdist display field
CHECKLIST_STATUS external O LOV for cheddist status field
FOLLOWUP_ACTIVITY external O LOV for followup activity field
FOLLOWUP_DISPLAY external O LOV for followwup display field
FOLLOWUP_STATUS external O LOV for followup status field
TR_STATUS external O LOV for TripReport status figh
TR_STATUS_STATIC simple O LOV for TripReport status fieh

Picklist Count: 8
£
Selected Picklist: CHECKLIST_ACTIVITY
e add [ save 3§ Remove

*|JRL Path | apps:f/CHECKLIST_ACTIVITY
Data Path
Key Path

Value Path

Click Define Picklist Sources to view the Picklists screen.

When you select a picklist from the top pane, the bottom pane displays the selected
Picklist details. The toolbar icons are Action, View, Create, Edit, Remove, and Audit.

The primary function of the picklist source table is to define the picklist items used for
the Choice field in the Group Attribute field definition. Each picklist item is created
with an associated type that corresponds to the available Web service based options,
which are key-value pairs.

Define Picklist Source Operation:
To create a picklist for a Metadata field, define a Picklist Source Item:
1. Enter the name, description, and picklist type in the Picklist Item table.

2. The Picklist Type item is either a key-value pair value or a URL-based web service.
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3. After creating the picklist item, select the corresponding Type tab for entering
values.

4. Use constraints to prevent items from being created with different types for same
item

Picklist Types:
s Key-Value - Defines a list of key-value pairs.

= External - Defines a web service for retrieving Picklist items.

Entity Objects:
= HSM_CTMS_PICKLIST

View Object Fields:

s PICKLIST_NAME is the name of Picklist source.

s PICKLIST_TYPE is the type of Picklist (Key-Value or External).
s PICKLIST_DESCR is the description of the Picklist item.

Defining Picklist Source Values:

The Picklist item values tabs primary function is to define the values associated with
each Picklist source name. The values for a Picklist Item can be different based on the
Picklist type.

Defining the Picklist Source Value Operation:
1. Select a picklist name and type row from the Picklist Source table.

2. Select the corresponding picklist type from either the Key-Value or Web Service
tab.

3. A new record is created with required attributes pertaining to type within
designated tab.

4. The Key-value type may contain multiple records per picklist source item.

5. The external web service type contains one record per Picklist source item.

Entity Objects:

= HSM_ CTMS_PICKLIST_KEYVAL

= HSM_ CTMS_PICKLIST_EXT

View Object Fields—Key-Value Type

s PICKLIST_TYPE is the name of type (key-value).

s PICKLIST_KEY is the name of the picklist value to display.
s PICKLIST_VALUE is the data value of the picklist name.

»  PICKLIST_DESCR is the description of the Picklist name.

= DISPLAY_ORDER is the sequence of items to display.
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View Object Fields—External Type

PICKLIST_TYPE is the name of type (external).
URL_PATH - external REST URL to fetch data from an external source.

DATA_PATH is the path within the received data structure that points to array of
options to display.

KEY_PATH is the path within the received data structure that points to a unique
option key.

VALUE_PATH is the path within the received data structure that points to unique
option displayable value.

3.1.3 Defining Subitems

The tool bar displays the Actions, View, Add, Save, and Remove icons.

The Action Drop-down List

When you click Action, it lets you view the three options: Add, Delete, and Save.

The View Drop-down List

When you click View, it lets you control the display and the order in which the
columns are displayed.

When you click Columns it lets you define what columns are to be displayed and
what columns are to be hidden. To do this:

Click View.
Select Columns.

Select the columns that you want to display.

Reorder lets you rearrange the order of the columns. To do this:

Click View.
Select Reorder Columns.

You can view the list of Visible columns. Use the arrow keys on the right to
rearrange the order of the columns displayed.

Adding a Subitem

When you click Add, it lets you add a Subitem type. The Add Subitem screen displays
the list of attributes required for creating a new Subitem type. Fields marked with a
star (*) are mandatory fields.

Figure 3-12 Adding a Subitem

* Subitem Name

Max Occurs
Add Ttem []

OK Cancel

Saving a Subitem Type
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Figure 3-13 Saving a Subitem

r

Mobile Trip Report Configuration

Tasks

Selected Type: Trip Report
@ Define Trip Report Types

Attributes Subitems
Define Picklist Sources

Actions + View ~ | o Add Remaove
E} IR = Subitem Name ax Ocours |.-'-\dd Item |
4 | Attendee
Chedklist Item
FollowUp Item

.

Subitern Count: 3

When you click Save it saves the Subitem type.

Removing a Subitem

Figure 3-14 Removing a Subitem

3 Remove Subitem Type [ ]

You have chosen to remaove FollowUp Item.

Do you want to procesd?
fes Mo | |
1.

When you click Remove, the Remove Subitem Type dialog box is displayed.

2. Click Yes to delete the selected Subitem type.

3.1.4 Defining the Category Order

Order is a text field to key in the number that is used by the system to order the
Category attribute.

The standard application on the iDevice comes with a default category order.
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Figure 3—-15 Existing Order in the iPad.

iPad = [ 5:47 PM

DR_Protocol 011 Site Visits  DR_Protocol 011 - Sites Jupiter Planning

- V4 Trip Report
Planned - 04-Dec-2012 Completed

Completed
Account Jupiter Planning
site DR_Site_023
Pl Last Name Pincus

Trip Report

Status In Progress

Assigned To  SADMIN,CSTONE

© Attendees

Carol Pincus

© Checklist Items

ACT1 [ Unscheduled |

© Follow Up Items

ACT 2 [ Unscheduled |

© Summary

Comments

MobileCRA

You can re-arrange the order categories per your requirements.

Figure 3-16 Re-arranged Order

E Edit Trip Report Type 2]

* Type Name | Trip Report

Caption | Trip Report

Category | Trip Report
Description | rip Report - Top Level

Category Order | ahout, Attendees, Checklist Items, Follow Up
Items

" Hide
Caption Attribute
Overview Attribute 1
Order Attribute

Click Fetch from CTMS to view the re-arranged order.
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Figure 3-17 Fetch from CTMS

™
. Ws- In Progress

Assigned To SADMIN,CSTONE

© Attendees @

Carol Pincus >

Fetch From CTMS
Download trip report from CTMS?

cT1 0 Unscheduled
(]

Yes No
© Follow Up ltems

ACT 2

© Summary

You can now view the new order on the iPad.

Figure 3-18 New Order
[l ] 5:49 PM
DR Protocol 011 Site Visits DR Protocol 011-Sites Jupiter Planning
- Va4 Account Jupiter Planning
~ Planned - 04-Dec-2012
site DR_Site_023

Pl Last Name Pincus

Trip Report

Status In Progress

Assigned To SADMIN,CSTONE

© Checklist Items

ACT1 " Unscheduled

© Follow Up ltems

ACT 2 Unscheduled |

© Attendees

Carol Pincus

© Summary

Comments

| Save to CTMS 1 |
MobileCRA
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3.1.5 Using EXtensible Stylesheet Language Transformations to Create a Trip Report
The four XSLTs that are needed for the creation of the trip report are:

Canonical to Custom Insert - Converts the canonical trip report from the client to
the custom trip report creation XML for invoking web service on the CTMS. Since
the result from the CTMS is a true or false response depending on whether the
insert operation is successful or not, you do not need an XSLT for Custom to
Canonical Insert.

Canonical to Custom Query - Converts the canonical trip report query request to
a custom CTMS request. Since the result is the CTMS XML, another XSLT is
needed to convert it back to canonical.

Custom to Canonical Query - Converts the XML that was recovered as a result
from the CTMS into the canonical trip report.

Canonical to Custom Update - Converts the canonical trip report from the client
to custom trip report update XML for invoking web service on the CTMS. Since
the result from the CTMS is a true or false response depending on whether the
update operation is successful or not, you do not need an XSLT for Custom to
Canonical Update.

3.1.5.1 Defining Trip Report Styles
Click Define Trip Report Style to view the Define Trip Report Style screen.

When you select a trip report style from the top pane, the bottom pane displays the
selected trip report style details mode. You can visually inspect the contents of the
uploaded file. You must modify and validate the style sheet structure and data outside
the Configuration Utility server. If you want to make changes in the selected style
type, use the File Upload icon to re-upload a new style sheet file. See data model
specifications for additional information on entity attributes.

Figure 3-19 Define Trip Report Styles Screen

Mobile Trip Report Configuration

Tasks Trip Report Styles

El Define Trip Report Types Actions = View ~ |§ Upload File &a Audit

Define Piddist Sources Style Type ‘Description File Mame Content

@ Define Trip Reeport Styles CANONICAL_TO_CTMS_INSERT  Style sheet that converts the canonical trip repo canonical-to-custom  <?uml version="1.0" encoding="UTF<xsl:styles

CAMONICAL_TO_CTMS_UPDATE  Style sheet that converts the canonical trip repo canonical-to-custom  <?xml version="1.0" encoding="UTF<xsl:styles
CANONICAL_TO_CTMS_QUERY Style sheet that converts the canonical trip repo canonical-to-custom < ?xml version="1.0" encoding="UTF <xsl:styles
CTMS_TO_CANONICAL_QUERY Style sheet that converts the ctms trip report to custom-to-canonical <?xml version="1.0" encoding ="UTF <xsl:styles

< i, 3

|
ﬂ Selected File: canonical-to-custom-insert.xsl

<?xml version ="'1.0" encoding = "UTF-8'7>
<xsl:stylesheet version="1.0" xmlns:xsl="http:/www.w3. org/1999/XSL/Tranlns:tns="http://siebel com
fasy™ xmlns:ls="http://www.siebel. com/xmlT.5%20Clinical%20Trip%20Reerface” xmlns:can="http:
//zmlns oracle. com/hs/mobilecra/tripreport/"=

<xsl:output method="xm!" version="1.0"/>

<xsl:template match="can:Update">

<xsl:element name="tns: TripReportInsertOrUpdate_Input"=
<xsl:element name="1s:ListOfLsClinical TripReportInterface"=
<xsl:element name="1s:Clinical TripReport">

RN R USRS |2 P, 3 |12

m

View Contents Operation

Use the Inline Frame component to display the Style Sheet file contents.

Use the Servlet applet to read the contents from the CLOB database field.
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= Servlet transforms XML content into HTML markup representation for display.
= The contents are displayed in Inline Frame component in the read-only mode.
Entity Objects

= HSM_CTMS_STYLE

View Object Fields

s CONTENT (read-only) — contents of field that contains XSLT data

3.1.6 Source Data Verification

Mobile CRA now supports Source Data Verification (SDV) for InForm enabled studies.
You must ensure the following:

s InForm must be 6.0 or above
s InForm must have the data adapter and data discrepancy services installed

s The CTMS site must be mapped to the InForm sites from the Mobile CRA
Administration Console.

CRAs will not conduct SDV at every type of site visit. The Mobile CRA Administration
Console permits the selection of which CTMS site visit template can access InForm.
For example, CRAs may conduct a site visit initiation visits. A specific trip report
template is created to support this type of visit. However, it is not required to conduct
SDV activities during this type of visit. Mobile CRA permits the administrator to select
which templates permit SDV.

3.1.6.1 Linking a CTMS Study to an InForm Study

All CTMS studies are pre-populated into the Study Mapping table as shown in
Figure 3-20.

Figure 3-20 Study Mapping

CTMS Mappings
Study Mapping

view v | [ Create 7 Edit $§ Delete ﬁ A Detach

CTMS Study ID  |CTMS Study Name InForm URL InForm Adapter URL InForm Discrepancy URL
B8-3HBXP | ~
88-3EBG2 Automation Test
B88-2WCHH ‘
88-2WCHL
88-3AY19

ia

1ot 1
< |

T 3

Additionally, the list of CTMS sites are automatically populated.

Enabling InForm Source Data Verification for a Study
To enable InForm SDV for a study in Mobile CRA, perform the following steps:

1. Enter the InForm URLs for the study enabled against the CTMS Study Name or
ID.
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Figure 3-21 CTMS Study Mapping Attributes

CTMS Study Mapping Attributes
Mappingld
CTMS Study Name [V
CTMS Study ID  88-3AY19
* Inform URL | http:fj InForm Server /inf_skuid x

* Inform Adapter URL | http:// InForm Server [InFormAdapter/0DM/InFormODM.asmx

* Inform Discrepancy
URL

* SDV Reporting Type |L|st of Forms ﬂ

http:/{ InForm Server [InFormAdapter/Discrepancy/DiscrepancySenvice.sve

m Cancel

a. Enter the main InForm URL, the InForm Adapter URL, and the InForm
Discrepancies adapter.

b. Select the type of SDV reporting that will be returned from SDV sessions to the
trip report.

Figure 3-22 Selecting the SDV Reporting Type

CTMS Study Mapping Attributes
Mappingld
CTMS Study Name | v

CTMS Study ID 88-3AY19
* Inform URL | http:f/ InForm Server finf_8Skuid x
= Inform Adapter URL | http:// InForm Server /InFormAdapter/ODM/InFormODM.asmx

* Inform Discrepancy | http:// InForm Server/InFormAdapter/Discrepancy/DiscrepancyService.sve
URL

* 5DV Reporting Type

Summarized

Summaried/Finding Detail %

By Patient
List of Issues OK | Cancel |

Table 3-3 SDV Reporting Options
Reporting Type Behavior

List of Issues One checklist item is created for each form where query is created.
Text for Checklist - '<Patient ID> had form for Visit <#>, <Form Name> with an issue'

Text for Comment - '<Query Text>'

Summarized One checklist item is created for each SDV session.
Text for Checklist - 'SDV Completed for <x> number of forms'.

Text for Comment - ' Forms SDV Complete:< # forms> : Forms Partial Verify: <# Forms> :
Forms with Issues: <# Forms>

List of Forms One checklist item is created for each form that are fully verified or partially verified.
Text for Checklist - 'SDV ['Completed" or "Partial"] for Visit <#>, <Form Name>"'

Text for Comment - "Record Status <Verified /Partial Verified /Issue) : <If Issue, record query
text in comment>"'

Summarized/Finding Detail =~ One checklist item is created.
Text for Checklist - 'SDV completed for # forms: <#> issues found'

Text for Comment - Forms with Issues: <# Forms>

By Patient One checklist item is created for each patient that are verified for each SDV Session.
Text for Checklist - 'SDV on Patient <Patient ID>: <#> of forms verified. <#> issues found'

Text for Comment - ' Forms SDV Complete:< # forms> : Forms Partial Verify: <# Forms> :
Forms with Issues: <# Forms>
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The system differentiates between CRF pages that are fully verified (all fields
verified) and pages that are partially verified, (some fields are verified).

Since various studies operate under different SDV reporting rules, the system
lets the administrator select a reporting type on a study by study basis. For
example, Study 1 may be operating under strict controls, requiring individual
report for each form verified, while Study 2 is operating under less strict
business rules (that is, a post marketing study), which only requires a
summary report.

2. Map the CTMS site to the InForm sites.

Figure 3-23 Mapping CTMS Sites to InForm Sites

P )
CTMS Mappings

Study Mapping
view+ | [Rereate 2 edt Rpelete |[EH | B vetach

CTMS Study 1D :CTMS Study Name :]nForm URL :]nForm Adapter URL :]nFurm Discrepancy URL SOV Reporting Type | Refresh

B3-3AY19 http:/{ InForm Server  finf_8... http:/f InForm Server  fInFor... http:/f InForm Server  fInFor... List of Forms S&E-A

88-20MKG http:// InFor m Server fofst... http:/f InForm Server {InF... hitp:/i InForm Server fInF... List of Issues 88-2

B8-20MIW http:/{” [nForm Server fear... http:// InForm Server [InF.,. http:jf InForm Server JIRF... Summarized 88-2

88-2WCHL hitp:/{ InForm Server fofst... http:/{ InForm Server j]nF.bhn‘p:a‘_ InForm Server {InF... List of Forms ﬁ L
< >

CTMS Sites Templates

view~ | [ save [ Rollbach E [ Detach
CTMS Study Site 1D |CTMS Study Site Name |cTms Site Location [1nForm Study Site
88-34Q0P Hibbing Még 141280

Once the Inform URLSs are in place, the system selects all CTMS sites and names
for the study, and displays them in the CTMS Studies tab.

The InForm Study site names that maps to the CIMS study site must be entered
into the appropriate field.

3. Select templates where SDV will be performed.

SDV may not be performed for every template. For example, a template designed
to support a Site Initiation visit may not require SDV, because patients have not yet
enrolled at the site.

In the second tab, Templates, the administrator can select the templates where
SDV will be accessible.
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Figure 3-24 Selecting Templates to Perform Source Data Verification

CTMS Mappings
Study Mapping
View + Create 7 Edit $§ Delete ! Detach
CTMS Study ID_|CTMS Study Name | InForm URL |1nForm Adapter URL InForm Discrepancy URL SOV Reporting Type |Refresh
88-3AY19 http:/f InForm Server  /inf_8... http:/f InForm Server  /InFor... http:// InForm Server  [InFor... List of Forms 88-3,’\
88-2IMKG http:// InFarm Server J/pfst... hitp:Jf InForm Server JInF... hitp:// InForm Server JInF... List of Issues 88-2
88-2MIW http://" InForm Server Jear... http:Jf InForm Server JlnF.%hn@p:,‘f InForm Server JInF... Summarized 88-2
88-2WCHL http:// InForm Server /pfst... http:/f InForm Server J1nF.”* hitp:// InForm Server /InF... List of Forms 882V
< >

CTMS Sites Templates
view» | [ save @ rolback |[EJ | EH Detach

Template 1D Template Name |SDV Enabled?

Clinical Monitoring Trip Report IYES v

Click Yes or No for each template.

When the trip report is saved, the SDV results are automatically mapped to the
default checklist section in the out-of-the-box CTMS trip report, with a Sub
Activity of SDV Activity.

Note: In CTMS, if the Sub Activity field does not permit the value of
SDV Activity, add this to the picklist.

If required, the XSLT mappings can be modified to direct the SDV records to
CTMS applet other than checklist. For details on altering the mappings, see
Section 3.1.5.

3.1.7 Sample Trip Report in the CTMS
Figure 3-25 describes a sample out-of-the-box trip report in CTMS:
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Figure 3-25 Sample Out-of-the-Box Trip Report in the CTMS

File Edit View Mavigate Query Tools Help

Bhe) |2 EE | ®©wm Saved Queries: R4
EQ < |® oo |Gr &> :
site:Site_001 = Site Visit:
Home Contacts Accounts Calendar | Activities | Call Activities | Administration - Application | Site Visits |+
Clinical Site Visits List
Trip Report 4 1of
Menu + Mew  Delete  Query
Protocol:# DR_Protocol_011 B Visit Name: % V1 Attendees: Aarons Ed Assigned To: % SADMIN
Account: Cub Cooler Manufacturir  Visit Type: % Site Initiation [=] Template: [+] Trip Report Status: Not Started
Start: 11/28/2012 11:03:478  PI Last Name: Aarons Protocol Title: TestDR_Protocol_011  Trip Report Completed:
Completed: B  PIFirst Name: Mary Reviewer: ] Reviewed Date:
Visit Status: % Planned IE‘ Site: Site_001 IE‘ Approver: ] Approved Date:
Comments:

Reviewer Comments:

Approver Comments:

L4

Checklist Activities | Current Trip Follow-Up Items | All Follow-Jp Items | Case Report Forms Tracking | Approvals | Audit Trail

Menu + New | Query NoRecords | [£]

Activity Activity Type Description Status Comments Assigned To Created By Display In

Figure 3-26 shows a trip report in the out-of-the-box CTMS with the trip report header
section and its various subitems highlighted. This trip report has the following items:

s Attendees
s Check list items
= Follow-up items

= Comments summary

s The checklist and the follow up items have the assignee items within.

These items have various attributes:
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Figure 3-26 Sections within a Trip Report

i A2 | aow Saved Queries: v @
2|0 [ B> da > B PR A B @ BLIGAC RS & |
‘ProtocokM_Study 2 > Site:Site 1 > Site Visit: . -
2% Home |[3 Contacts |3 Accounts |[H] Calendar | Activities | Call Activities ion - Application inistrat i - Catalog | Site Visits ¥ |
v &5 &
Clinical Site Visits List
Trip Report 4 4of4+
Meuw | New Query
Protocol:# M_Study_2 H vistNeme:k V4 Attendees: Abby ] Assigned To: # SADMIN El
Account: Bay General Hospital Visit Type:# Cloce-Out ~ Template: Vist template - M_St|+] Trip Report Status: Submitted -
Start: 1132012 11L03:571H  PlLast Name: Abby frotocal Tite: vacchationresearch  Trip Repact Completed: 11/14/2012 B
Compieted; 13/14/2012 E  PIFrsthame: George Reviewer: CSTONE ] Reviewed Date: L]
Vit Status# Comoleted - Site: Site 1 > Approver; CSTONE ] Aoproved Date: '
Comments: Crgfogfamhfc L]
Reviewer Conments: P
Approver Conments: =
Checklist Activities | Curent Trip Folow-Up Ttems | A8 Folow i Ttems | Case Report Forms Trading | Aporovals | AudtTrai | Geo Locaton Detais
Menu v Mew Query 1-20f2 [
Activity Activity Type  Description  Status Comments / AssignedTo ), Created By Display In
¢ t New activity Planned CSTONE
> Ched t Other Mornitor progress of Alerted CsTe CSTONE ‘Calendar and Activities.
= | E il

Employees - Windows Internet Explorer

(20 Last Hame

Available | 1-100f 124 Selected 1 1-10f1
LastMame . First Name Position Division Job Title User ID Primary LastMame »  FirstMame Job Title Configuration  Email
> AGRAVIAL HIMANSHU Siebel Admnustrator Sebel Administratior Siebel Adminstrator HAGRA % > o Stone Ondy Clirical Research As: estone|
AMED AZHAR Siebel Administrator Siebel Administrator AZAHM
ATWAND vARU Siebel Administrator Siebel Adminisirator VATWA
A THOMAS Siebel Administrator Siebel Administratior TALEX >
Al MOHAMMED Siebel Adminestrator Siebel Administratior MOHAL
ANANOAN SaRvT Siebel Administrator Siebel Administrator SaAN
ANAMALAT ARUMUGAM Siebel Administrator Siebel Administratior ARNA
4 ANTHONY 'CHRISTINA Siebel Administrator Siebel Administratior CHANTI
Do ARIFF SYED Siebel Adminvstrator Siebel Administratior SNUFFLI

Figure 3-27 displays the sections within a trip report.

Figure 3-27 CTMS Items Represented as Item Types on Mobile CRA Configuration Utility

v \ Tools Help
BEe| |2 EE | ®m ® W Saved Queries: ¥ R4
1D 2[6 won B> 8> 8|08 &G
site:Site_001 = Site Visit:
Home I Contacts | Accounts I Calendar I Activities | Call Activities I Administration - Application | Site Visits ?|
Clinical Site Visits List
Trip Report 4 1of
Menu « Mew  Delete  Query
Protocol: % DR_Protocol 011 [ VisitName: & V1 Attendees: Azrons [ Assigned To: % SADMIN
Account: Cub Cooler Manufacturit  Visit Type: Site Initiztion |E| Template: |E| Trip Report Status: Mot Started
Start: 11/28/2012 11:03:4)8  PI LastName: Aarons Protocol Title: TestDR_Protocol 011 Trip Report Completed:
Completed: B PIFirstMName: Mary Reviewer: ] Reviewed Date:
Visit Status: % Planned |Z| Site: Site_001 |Z| Approver: & Approved Date:
Comments:

Reviewer Comments:

Approver Comments:

ecklist Activities I Current Trip Follow-Up Items™ T3Al Follow-Up Items I Case Report Forms Tracking I Approvals I Audit Tral ¥
Menu v New || Query No Records | 5]

Activity Activity Type Description Status Comments Assigned To Created By Display In

The above items in the CTMS can be represented as various item types on the Mobile
CRA Configuration Utility screen.

These items are represented as five different items in the Configuration Utility,
including the trip report container element, and the assignee item, which are present
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under both checklist item and follow up item. All hierarchical items are represented as
flat items in the Configuration Utility.

The attributes under each of these elements are defined in the hierarchical order. All
the attributes under the trip report element go under trip report, all the attributes
under checklist items go under checklist items, and so on.

The attributes contain various properties which control the behavior of those attributes
on the mobile screen. These attributes include editable, hidden, and so on.

Figure 3-28 displays the attributes for a trip report type in the Configuration Utility.

Figure 3-28 Attributes for a Trip Report Type in MobileCRA Configuration Utility

Selected Type: Trip Report
Attributes Subitems

Actions v View » | op Add 7 Edit 3§ Remove

Attribute Name Caption 4 |Category |Order _?3;: E:IEB:H Max Length ‘Hidden Required |Read Only ‘
SiteName Account About 1 Text False no yes
Accountld Accountld About 1 Text 30 true
Accountlocation Accountlocation  About 1 Text 30 true
Approver Approver About 1 Text 20 false no no
Approver Comments Approver Comment: About 1 Text 100 false no yes
AssignedTo Assigned To About 3 Text 20 false yes yes
Comments Comments Summary 1 Text 100 false no no
Completed Completed About 1 Date false no yes
Description Description About Z Text 20 false no no
InvestigatorFirstame  PI First Name About 1 Text 20 false no yes
InvestigatorLastiame  PI Last Name About Z Text 20 false no yes
PrimaryInvestigatorld  PrimaryInvestigator About 1 Text true
ProtocolNumber Protocol About 1 Text 20 false  vyes yes
ﬂ ProtocolTite Protocol Title About 1 Text 20 false no yes
Protocolld Protocolld About 1 Text 30 true
Reviewer Reviewer About 1 Text 20 false  no no
Reviewer Comments Reviewer Comment: About 1 Text 100 false no yes
SiteNumber Site About 1 Text 20 false no yes
SiteId Siteld About 1 Text 30 true
Started Start Caption About 1 Date true  no no
TemplateMame Template About 1 Text false no yes
Templateld Templateld About 1 Text 30 true
TripReportCompleted  Trip Report Complet About 1 Date 20 false no yes
Status Trip Report Status  About 3 Text 20 false no no
Visit Name Visit Name About Z Text 20 false  vyes no
Visit Status Visit Status About 1 Text 20 false yes no
Visit Type Visit Type about Z Text 20 false  vyes no

You can display each of the attributes and items in a separate display category. You can
use this functionality for representing the elements in the UI using certain logical
grouping. For example, all attributes in the header section are displayed under a single
display section called About. However, if you want, you can place them in different
groupings. For example, Assigned To, Approver, and Reviewer in a workflow section,
and all the other fields in the About section.

Figure 3-29 represents the sample canonical form. The canonical form has two basic
elements, that is, items and attributes. An item can have attributes and (or) items in a
hierarchical structure at any number of levels. The figure represents the out-of-the-box
trip report with three levels, the trip report at the top level, the checklist, follow up,
attendees at the second level with assigned to at the third level inside the checklist and
follow up item.
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Figure 3-29 Trip Report XSLT

<?xml version="1.0" encoding="UIF-8" standalone="no"?>
El<can:TripReport xmlns:can="http://xmlns.oracle.com/hs/mcbilecra/ctripreport/™ id="8SIA-8FDLI" type="Irip Repcrt">
+E2 <can:Attribute name="FrotocolRumber">
<can:Value>MCRA Pro 1</can:Value>
</can:Attribute>

B <can:Item id="25IA-8Q1UG™ type="Checklist Item">

=] <can:Attribute name="ActivityType">
<can:Value>0ther</can:Value>
</can:Attribute>
=) <can:Item id="85IA-8Q1UK" type="Rasignee">
=] <can:Attribute name="FirstHame">

<can:Value>Edison</can:Value>
</can:Attribute>

</can:Item>
</can:Item>
|E  <can:Item id="83IA-80596" type="Followup Item">
=] <can:Attribute name="ActivityType">
<can:Value>OtherChanged</can:Value>
</can:Attribute>

B <can:Item id="25IA-B8Q1UM" type="Attendee">
=] <can:Attribute name="FirstName™>
<can:Value>Thomas</can:Value>
</can:Attribute>
</can:Item>

</can:TripReport>

Figure 3-30 represents the sample CTMS XML that is dispatched as part of the trip
report web service XML. It mirrors the hierarchy of the trip report in the CTMS. The
mobile trip report can follow the same hierarchy or a completely different hierarchy.

Figure 3-30 Sample CTMS XML

[ <SOAP-ENV:Envelope xmins:SOAP-ENV="http://schemas.xmlscap.org/soap/envelope/” xmlns:xsi="http://www.w3.0rg/2001/
B <SOAP-ENV:Body>
=] I (ns:TripRepcrtQue'qB‘]Id_Output xmlns:ns="http://siebel.com/asi/">
S} <ListOfLsClinicalTripReportInterface xmlns="http://www.siebel.com/xml/LS%$20Clinical$20Trip$20Report$201
=] <ClinicalTripReport>
<Id>8SIA-SNUHE</Id>
<ActivityUID>85IA-ENUHE</ActivityUID>
<ApproverLogin>SADMIN</ApproverLogin>
<Comment>Super comments</Comment>
<Completed>N</Completed>
<Description>Venkat Site Visit</Description>
<DisplayInvestigatorFirstName>Cindy</DisplayInvestigatorFirstName>
<DisplayInvestigatorLastName>Stone</DisplayInvestigatorLastName>
<Done>07/13/2012 00:00:00</Done>
<Planned>06/26/2012 13:12:51</Planned>
<ProtocolNumber>CARDIACZ/ProtocolNumber>
<ProtocolSiteld>8SIA-EKXIH</ProtocolSiteld>
<ProtocolTitle>Treatment of cardiac diseases</ProtocolTitle>
<ReviewerComments>Super reviewer comments</ReviewerComments>
<ReviewerLogin>SADMIN</ReviewerLogin>
<ApproverComments>Super approver comments</ApproverComments>
<SitelName>Massachusetts Cardio Associates</SiteName>
<Sitelumber>Site 1</SiteNumber>
<Status>Done</Status>
<TemplateName>Clinical Initiation Trip Report</TemplateName>
<TripReportCompleted>07/13/2012</TripReportCompleted>
<TripReportStatus>In Pregress</TripReportStatus>
<Type>5ite Initiation</Type>
<ListOfLsClinicalSit ... alSiteVisitAssignee>
<ListOfClinicalAttendee>

<ClinicalAttendee>

<TA 1 -4TTRC /TeA>

0o®

Figure 3-31 shows how the XSLT coding is done to transform the XML from one form
to another.

In the example below, the CTMS XML that was returned is converted. As a result the
CTMS web service XML is converted back to canonical XML.
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For example, for every occurrence of a trip report element in the CTMS trip report, a
Trip Report element is created in the canonical trip report. Also, the example below
shows how to create a canonical element attribute from a CTMS attribute. In this case,
whenever there is a protocol number attribute in the trip report header, an attribute is
created in the canonical form, whose name is Protocol Number, and whose value is the
same as the value in the CTMS.

Figure 3-31 Custom to Canonical XSL

CTMSSite.java X | [BLovialue java X |[CTMSLov.java X | }¢2] samplecanonical-trip-reportom * |{e}custom-to-cananical-query.e |1
Qe G ARk E
<7xml version="1.0" encoding="UIE-8"7>
= <xsl:stylesheet

ip¥20Reporti20Incerface”

/">

<xslioutput m

= <xsl:template
<x31;elemen

<xsl:attribute name="id"
<xsl:value-of
</xsl:attribute>

<xsl:attribute mame="type">Trip Report</xsl:attributes>

Te™>
>Protocolllumber</xsl:attributes

alue™>

:ProtocolNumber™ />

The example below shows a special handling for trip report status attribute, which is,
again, an attribute inside the trip report. Here, whenever you query the trip report
from CTMS in Submitted or Submitted for Approval, it is put in the In Review status in the
Mobile CRA. This is one of the normalized Trip Report statuses in the mobile client. To
accommodate all kinds of workflow, the mobile client has the following recognized
statuses:

»  Editable status - The CTMS status can be retained as is except for the below status
values, which have a special meaning. In this case, the trip report is editable in the
mobile client.

s In Review status - The status in the CTMS for which the Mobile CRA will not
update the update the trip report in the client.

= Submitted status - CTMS must have a Submitted status if it wants to submit the
Trip Report for approval or review workflow. Also, during the submission, the
client asks for the electronic signature.

= Approved status - CTMS must have an approved status. The status must be
passed as is to the client. When the client sees any trip report in the approved
status, it does not let the mobile client update any further. This is assumed as the
final state in the mobile client.

Figure 3-32 represents the Managing Status in XSL.
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Figure 3-32 Managing Status in XSL

MSSitejava * | |[GlLowWaluejava X ||BICTMSLov.java X | [¢3] samplecanonical-tripreport.anl * [{etfcustom-t I-qu 151}

ol Fed I Y]

==-Xal:value-of selec
<xsl:choose>
<xsl:when test="tns:Status="Planned'">In Progress</xsl:when>
<xsl:when test="tna:Status="Revized'">In Progress</xzsl:when>
<xsl:when test="tns:Status="Reviewved'">Submitted</xsl:when>
<xsl:otherwise>

<xsl:value-of select="tns:TripRepcrtStatus™/>
</xsl:otherwise>

D0EDDmm

= /%51 ; choose>

2

=

=

=

(=]

=

= <xsl:el t nams="can:httribute™>

a <xsl:attribute name="name">Srarted</xsl:attribute>
<xsl:element name="can:Value">

[~ el dna sl snlons—tenas S mnadt fa

e et 3

Figure 3-33 shows an example similar to the trip report item and its attribute
conversion, where the checklist items can be converted from the CTMS to the
canonical form. The example also includes the attributes under the checklist items.

Figure 3-33 Trip Report Item and its Attribute Conversion

MSSite.java % | (blLovValue java X | [ CTMSLov.java % | (] samele canonical trip-report.aml X ]@mwmg

=] T —templates
B select="tns:ListOfClinicalAttendes/tns:Clinicalhttendea™ />
B L] 1y -templates
= select="tns:List
=)
=]
=]

Ciinica ecklisc™ />
<xsliapply-templates
select="tna:ListlfClinicalFollowlp/tns:ClinicalFollowlp™ />
</xs]:element>

</X81:tespla’

ttemplate match="tns:ClinicalAttendee™>
<xsl:element nams="can:Item">
<xsl:attribute name="type">Attendee</xsl:attribute>
<xsliattribute name="1d">
<xsl:value-of select="tns:Id"/>
</xsl:attribute>
€l== Contactld ==X

<xsl:element name="can:Attribute™>

=) <xsl:attribute name="name">Contactld</xsl:attribute>
= <xsl:element namess"can:Valuos™>

=] /xs1:element>

=) </x8

=} gl-= F. g ==

= <xsl:element names"caniAttributeT™>

B <xsl:attribute name="name">Firscthame</xsl:attribute>
=] <xsl:element name="can:Value™>

=] <xsl:value-of select="tns:Firstlame" />

1c] </xs]:element>>

=] </xsl:elementy

=] £!-- Lastlame -->

8 <xsl:element name="can:Attribute™>

= <xsl:attribute name="name">LastName</xsl:attribute>
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Figure 3-34 displays a trip report item and its attribute conversion.

Figure 3-34 Trip Report Item and its Attribute Conversion

TMSSite.java * |§Lov\f&.!.]'ava = |.QCTMSLw.jaua X |ﬂsx|'ple-cam‘h'pqq:urlmi x itﬂmh—me

L Fed T akk 8

</xslitemplater

B <xsl:template match= ...

<xsl:template matchs"tna:ClinicalChecklist™
<xsl:element name="can:Item">
gsl:attribute name="type™>Checklist Item</xsl:attrib
xg]l rattriDITE TSkt
<xsl:value-of select="tns:ActivityUID"/>
<.-'xsl:a1:ribute>

-

P>

<x3, ement name="can:htcribute”>
<xsl:attribute name="name">ActivityIlype</xsl:attribute>
<xsl:element name="can:Value">
<xsl:value-of sslecc="tna:Type™ />

<xsl:attribute name="name™>Description</xsl:attribute>

<xsl:element name="can:Value®>

<xsl:value-of select="tns:Description” />
</xsl:element>
/xs]:element:

A A

il tas ——»
<xsl:element name="can:Attribute”>
<xsl:attribute name="name®>Status</xsl:attribute>
<xsl:element name="can:Value™>
<xsl:value-of select="tns:Status™ />
</ xs]:element>
</x8]:element>

INDIDNDDDDNODDNEDDODDNNDDED0DDEDDDDNDDODD 0D A

i
2

|

Figure 3-35 displays assigning a picklist to the status attribute in the CRA
Configuration Utility.

Figure 3-35 Assigning a Picklist to an Attribute

:* FollowUp Item Follow Up Items  Follow Up It
e —— — — hack List al
Edit Type Attribute
* Attribute Name | Status

* Caption | Trip Report Status

* Category | About
* Order | 3
Data Type | Text b

Max Length | 20

- 1Defﬁu]l‘l
Default Value Value |L
<

Hidden | cHECKLIST_ACTIVITY
4 | CHECKUIST DIspLAY
CHECKLIST_STATUS
Read Only | FOLLOWUP_ACTIVITY

FOLLOWUP_DISPLAY
FOLLOWUP_STATUS
TR_STATUS
TR_STATUS _STATIC

Require

|Reviewer Commel samplepicklistfortest 1 Text
|Siteld Siteld About 1 Text
|SiteName Account About 1 Text

Figure 3-36 displays the Trip Reports About Section screen in the Ipad.
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Figure 3-36 The Trip Reports About Section

Mobile Trip Report Configuration

Trip Report Types
Actions v View *

[ create  JEdt 3 Remove

E] D PICKESE SOUTCES Type Name Caption {Deseription
B Define Trip Report Styles Trip Report Trip Report Trip Report - Top Level
Attendee Trip Report Attendees
checklist Item Cheddst Items used in trip report
FolowUp Ttem Follow Up Items used in trip report
Assignes Assignee Chedk List and Follow Up item Assignee
iPa i)
Automatic Visits - Site 88-2IU...
& VW
j Columns Hidden 6 test revised
Selected Type: Trip Report
Attributes Subitems AH_Visit
Actions » View v | dqpadd SEdt 3 Remove

Attribute Name Caption

Accountld Accountld

AccountLocation Ancountiocation

Approver Approver cstone_v2

Approver Comments Approver Comments g

AssignedTo Assigned To

Comments Comments cstone visit

Completed Completed

Figure 3-37 shows a Trip Report on the Ipad.

Figure 3-37 Trip Report on the IPad

iPad = [

msway 2 Site Visits M Study 2 - Sites

- NV1

Planned - Nov 13, © About

V 11-cstone Protocol
Protocol Title

Approver

Approver
Comments

Reviewer

Reviewer
Comments

Template
Pl First Name

Trip Report
Completed

Completed
Account

Site

Pl Last Name

Trip Report
Status

Assigned To

Bay General Hospital

M_Study_2
vaccination research

CSTONE

Visit template - M_Study 2

George

11/13/2012

11/13/2012 16:32:35

Bay General Hospital

Site 1

Abby

In Review

CSTONE

1

Automation_Study 1 - Sites

© About

© Attendees
© Checklist Items
© Follow Up Items

© Summary
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Integrations and Configurations

Mobile CRA lets you register, define, and manage key performance indicators (KPIs)
either from OCDA or from other external sources. You can use the site-at-a-glance
(SaaG) feature of Mobile CRA to view analytical data and metrics even if you do not
use OCDA.

This chapter contains the following topics:
»  Section 4.1, "Registering the Client"

= Section 4.2, "Registering Sources”

»  Section 4.3, "Adaptive Site-at-a-Glance"

»  Section 4.4, "Alerts Registration"

4.1 Registering the Client

You must provision the client in the Adaptive SaaG through WebLogic Server
configuration. Use the Client Name and your credentials to receive the Client ID and
Client Key.

You must procure (offline activity) and submit the Client ID and the Client Key
through the Mobile CRA Configuration Utility application.

Figure 4-1 The Client Registration Screen

ORACLE MobileCRA Administration

Configurations ~| Register Client

Client Reqistration bl

Source Registration
Site At & Glance (Non OCDA)

Alerts Registration Register

Client Key
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Note: The Client ID and Client Key are sent to the Mobile CRA
Configuration Utility user through offline communication such as an
e-mail.

4.2 Registering Sources

You must register the various external sources (such as labs, imagery services, and so
on) within the system before they can start sending information.

The Configuration Utility has the following enhancements for registering KPIs:

The Source Registration on the Configurations page. Send the Source Name and Source
Type to the SaaG server. The returned information, Source ID and Source Key, is
displayed.

4.2.1 Adding a Source
To add a source, perform the following:
1. Click Add. The Add Source window is displayed.

2. From the Source Type drop-down list, select KPI for a source that sends KPIs.
Select ALERT for a source that sends alerts.

3. Enter the details and click OK.
Figure 4-2 Adding a Source

Add Source ]

* Source Name

Source Description

* Source Type El
OK | Cancel

4.3 Adaptive Site-at-a-Glance
Mobile CRA's SaaG is a key feature as it assists CRAs in monitoring sites.

Earlier, Mobile CRA pulled in data only from the OCDA system. To let you use
non-OCDA systems with this feature, Mobile CRA is re-designed to make SaaG an
open feature by exposing APIs using which any system can push in KPI information,
once registered into the system. This feature is now called the Adaptive SaaG.

The Mobile CRA Configuration Utility Web application now includes multiple
enhancements for setting up KPIs from external systems.

4.3.1 Registering Key Performance Indicators

After the sources for KPIs are defined, you must define and manage the KPIs to be
displayed on the mobile application.

Oracle Health Sciences Mobile Clinical Research Associate Server Administrator's Guide



Adaptive Site-at-a-Glance

Clicking Site-at-a-glance opens up the Register KPIs table on the right side of the
page.
The system assigns the display order for the KPIs. However, you can add, edit, or

delete a KPI as needed. There is no restriction on the number of KPIs that you can
register.

4.3.1.1 Adding a KPI
To add a KPI, perform the following steps:

1. Click Add. The Add KPI window is displayed.
2. Enter the details and click OK.

Figure 4-3 Adding a KPI

ORACLE" MobileCRA Administration Adapter + Help ~ | § admin | sgnout O

Configurations Register KPI

Client Registration ven- | dadi i o -]

P — Display Order KPI 1d me KPI Scope KPI Data Type KPI Description

Sl e

Site At a Glance 3 41 S = ree GENERIC FLOAT

Alerts Registration 10 83 i rce GENERIC FLOAT Generic KPI 1
1 &4 =S fee GENERIC FLOAT GenerickPL 24
12 85 rce GENERIC FLOAT Generic KPI 3
13 66 fce GENERIC FLOAT Generic KPI 4
14 67 * KPI Display Name fce GENERIC FLOAT Generic KPL 5
15 69 *+KPI Data Type [NTEGER fce GENERIC FLOAT Generic KPI 7
17 el B rce GENERIC FLOAT Generic KPI 8 Test

j 18 71 fce GENERIC FLOAT Generic KPI &

19 72 ree GENERIC FLOAT Generic KPI 10
20 3 * kPL Scope [srpy fce GENERIC FLOAT Generic KPI 11
21 74 ree GENERIC FLOAT Generic KPI 12
22 75 FUTETE fee GENERIC FLOAT Generic KPI 13
23 7 GEMERIC ree GENERIC FLOAT Generic KPI 14
24 77 fce GENERIC FLOAT Generic KPIL 15
25 7 * Display Order e GENERIC FLOAT Generic KPI 16
26 el fce GENERIC FLOAT Generic KPI 17
28 80 ﬂ Cancel | fee GENERIC FLOAT Generic KPI 18
na 21 FenEnre oA e vnir4n
Columns Hidden 1

4.3.1.2 Editing a KPI
To edit a KPI, perform the following steps:

1. Click Edit. The Edit KPI window is displayed.
2. Edit the required details and click OK.
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Figure 4-4 Editing a KPI

* KPI Display Name | Pack of Aces
KPI Data Type FLOAT
KP1Scope GENERIC

* Display Order E

4.3.1.3 Deleting a KPI
To delete a KPI, perform the following steps:

1. Click Delete. The Remove KPI confirmation message is displayed.
2. Click Yes.

Figure 4-5 Deleting a KPI

Remove KPI )

Are you sure you want to remove the selected KPT?
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4.3.2 Trending Graphs and KPIs Displayed

Any number of KPIs can be registered and defined here. The first three KPIs are used
for the trending graphs in the mobile application. You can define the order in which
these KPIs are displayed here. The order can be changed and the mobile application
reflects the change accordingly, including the KPIs for the trending graphs.

Figure 4-6 The Trending Graphs

My Studies Automation - Sites

Autmation_02 Amvax Pharmaceuticals Florida Chamber of Con
Office 4046733748 Office 9257253604
Automation pce 500 Oracle Parkway

Automation Test Redwood City, CA
24065

Automation_01
DR_Protocol 009

DR_Protocol 010

KEY CONTACTS
=
\J Susie Zimmerman

DR_Protocol 012 =
&)

A =
~ J

DR_Protocol 013 Site Four Site Five

2 77

DR_Protocol 014 — 7 Meredith Aaron

Site Seven
DR_Protocol 015

2 M Pharmac
¥
DR_Protocol_016 U

Site Nine

MA_Protocel 001

MobileCRA

You can choose the number of KPIs you want to view on a page: 6,9, or 12.
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Figure 4-7 The 6 KPI Display
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Figure 4-8 illustrates selecting the 9 KPI display setting.

Figure 4-8 Selecting the 9 KPI Display Setting
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Figure 4-9 illustrates the 9 KPI display.

Figure 4-9 The 9 KPI Display
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Figure 4-10 illustrates selecting the 12 KPI display setting.
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Figure 4-10 Selecting the 12 KPI Display Setting
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Figure 4-11 illustrates the 12 KPI Display

Figure 4-11 The 12 KPI Display
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4.3.3 Changing the Display Order
You can change the order of the KPIs displayed. Perform the following steps:
1. Select the KPI whose display order you want to change. Click Edit.
2. Enter the new display order number in Display Order. Click OK.

Figure 4-12 Existing Order in the Configuration Utility
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Figure 4-13 displays the corresponding display on the iPad.

Figure 4-13 Corresponding Display in the iPad.
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Figure 4-14 displays the changed order in the Configuration Utility.
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Figure 4-14 Changed Display Order in the Configuration Utility
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Figure 4-15 displays the changed display in the iPad.

Figure 4-15 Corresponding Changed Display Order in the iPad
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4.3.4 Pushing KPI Information to Mobile CRA

External sources (such as labs, drug companies, and imagery services) must use the
Source ID and Source Key to push information such as KPI ID, KPI Name, Study Site
ID or Study ID or General, and KPI Value.

The external source can send information in bulk or for a KPI at a time. In case of
errors, appropriate error messages are sent back to the external source.
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4.4 Alerts Registration

An alert is a notification by which CRAs are notified about the various aspects of the
studies that they are involved in. These alerts may be about a site’s performance,
number of patients being enrolled in sites, visit dates, and so on.

Mobile CRA lets the users from non-OCDA sources create subscriptions for such
notifications here. CRAs who have subscribed to such alerts receive these as and when
the thresholds (set against that particular Alert) are met.

4.4.1 Adding an Alert

To add an alert, perform the following steps:

1. Click Add. The Add Alert window is displayed.

2. Enter the details and click OK.

Note:

Only those sources registered as alerts (as type) are displayed.

Figure 4-16 Adding an Alert
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4.4.2 Editing an Alert

To edit an Alert, perform the following steps:
1. Click Edit. The Edit Alert window is displayed.
2. Edit the required details and click OK.
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Figure 4-17 Editing an Alert
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4.4.3 Deleting an Alert
To delete an alert, perform the following steps:
1. Click Delete. The Delete Alert window is displayed.
2. Delete the required alert and click OK.

Figure 4-18 Deleting an Alert

tion and users will not be able to subscribe to the alert anymore
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