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Thank you for joining. We 
will be starting shortly.
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Agenda

Overview of 
26.2 elluminate 
Release

• Study Advisor
• Risk Management
• Data Central
• Apps Hub + Posit 

Shiny
• Sample Management 

Analytics

Questions 

Questions



26.2 Highlights
   - Study Advisor 



Study Advisor

AI-powered Study Advisor uses the Study Protocol to streamline study set up and review 
planning by centralizing study documents, extracted study detail, and Review Objective 
recommendations.

It can:
 Create studies from an uploaded Study Protocol (PDF/DOCX)
 Extract key configuration fields and push them into Study Configuration
 Manage protocol documents and versions
 Suggest and manage Review Objectives for review planning
 Feed protocol context to Data Advisor for smarter analyses

Study Advisor helps teams move from 
Protocol to Configured Study and Actionable Review Plans 

with less manual effort, while maintaining human review and control throughout the process. 



Study Advisor

Required Privileges
for new study creation

Administer Study Configure



Study Advisor

 Extracts key information to populate the 
Configuration tab.

 Any configuration items not already 
defined within elluminate can easily be 
added.

 Review, edit, confirm / save.



Study Advisor

 Document management is handled from the 
Study Advisor section of elluminate.

 Users with the following privileges can upload 
new versions of the protocol as well as other 
study documents:

 Administer

 Study Configure

 eDrive Read Write



Study Advisor

 When a new version of the protocol 
is  uploaded, you can push the 
extracted information to study 
configuration – any new information 
is identified by a sparkle icon.

 Review and edit as needed and then 
save.



Study Advisor



26.2 Highlights
   - Risk Management



RBQM

 Root Cause Analysis Dashboard added to 
support KRI investigation workflows

 Accessed from a site KRI – click Go to Root 
Cause Analysis at the panel at the right



RBQM

 Includes KRI Trend and Site Comparison charts, as well as the ability to add or create custom charts

Helps users to investigate elevated 
or abnormal KRI behavior.



RACT

A new Risk Analytics 
Overview Page was added. 
This provides:

 A centralized study-level 
view of risk performance 
across finalized 
assessments

 Summary cards show 
risks, functional plans, 
metrics, and mitigations.

 Charts to help users 
monitor risk trends, 
mitigation activity, and 
risk distribution 

 Exportable Risk 
Summary table



RACT

An IQRM page has been 
added under Analytics:

 Provides a consolidated 
view of how study risks align 
with IDRP review objectives.

 Metrics, charts, and an 
IQRM Plan help to evaluate 
risk coverage, review 
objective alignment, 
reviewer responsibilities, and 
overall risk management 
priorities.

 Filters and Exporting 
available.



RACT

 A Create Reassessment button was added giving Risk Managers the option to continue from 
a previously finalized assessment. This allows users to select a finalized assessment to use 
as the basis for the reassessment.

 The Create Assessment button was changed to Create New Assessment.



RACT

 For each Risk Card, users can now move a Risk from one Consideration to another within the 
same Assessment.



RACT

 Two system defined CTQs were added to assessment settings and active RACT 
assessments: Study Specific and Unaffiliated.

 Provides a standardized way to capture study-specific Risks and Risks that do not align with 
an existing CTQ.

 Because they are system defined, they cannot be modified.



26.2 Highlights
   - Data Central



Data Central - Configuration

New authentication configuration options for Veeva CDMS studies was added. 

 For Veeva studies, a new Query Authentication Control section displays to include 
Use User Credentials, User Stored Credentials, User SSO Only, Use Mixed 
Authentication.

 Added an SSO Client ID field that is available only when Use SSO Only or Use Mixed 
Authentication is configured for the OAuth 2.0 OpenID Connect application in Veeva 
CDS an associated SSO identity provider



Data Central – Review Plan Configuration

Review Plan: 

The option to add Relevant 
Review Materials was 
added.



Data Central – Review Plan Configuration



Data Central – Review Plan Configuration



Data Central – Review Plan Configuration

The option to External Review 
Materials was added.

Includes study level review 
materials that live outside 
elluminate.

The link is shared across the 
study so any material added 
here can be linked to multiple 
Review Objectives without 
recreating it.

Once linked, External Material 
displays under Manual Review 
Materials in the Review Plan 
and can be manually marked 
as reviewed and contribute to 
the Objective Status.



Data Central – Review Plan Configuration

Show Relevant Only was added 
to the Domain drop-downs.

Reduces manual searching and 
simplified configuration by 
helping users identify and select 
the most appropriate domains 
and field for the Review 
Objectives. 



Data Central – Review Plan Configuration

The ability to import Review Objectives from Study Advisor was added



Data Central – Data Variance

The ability filter rows for the new or updated records has been added.



Data Central – Issue and Query Identification

The Details view now shows the fields with issues or queries.

Red: The field has at 
least one Issue or Query 
in Open or In Progress 
status.
Green: The field has no 
Open or In Progress 
Issues or Queries but at 
least one Answered 
Issue or Query.
Black: All Issues or 
Queries for the field are 
closed.



From the data listings, users can now select Statistics from a column header that provides 
immediate insights into the data in the selected column.

Data Central – Statistical Data Popouts

• Right-click on a 
column header

• Select Statistics
• A popout window 

opens with metrics 
and visualizations 
based on the data in 
the column selected



From the Data Listings, users 
can click the domain drop-down 
and now view Open Issues and 
Queries numbers.

Data Central – Issues and Queries 

The Issue and Query numbers are now links that when 
clicked on display the list of Issues or Queries just below 
the record.



Read Only users can now multi-select 
in Data Listings when creating Issues 
or adding comments.

Data Central – Issues and Queries 

Users can now export Audit History from 
any Data Listing.



Click on the title of a Visualization to see the Dimensions, 
Measures, any related Review Objectives, Created by, 
and Last Modified by.

Data Central – Visualizations Details Popout



Review Objectives now 
include a progress bar. 

Data Central – Additional Items

When exporting a Subject Listing with 
Clean Participant Tracker enabled, the 
Unclean Reason(s) column will be added 
to the export. 



26.2 Highlights
   - Apps Hub



Users can now discover and launch published custom Shiny analytical applications from the 
Apps Hub. Provides a centralized location where authorized users can browse the analytical 
applications available to them and launch interactive dashboards and visualizations built in 
either R or Python.

Apps Hub 



Apps Hub 

• Access is controlled 
through the new Apps 
Hub Viewer privilege.

• Developers and 
publishers manage 
applications from the 
Apps page in SCE 
before making them 
available through the 
Apps Hub.



26.2 Highlights
   - Sample Management Analytics



SMA has been updated with a 
modernized user interface meant 
to improve readability and place 
greater emphasis on analytical 
content.

The Home Page was redesigned 
to provide a more comprehensive 
view of sample management 
operations.

Sample Management Analytics



Three new sheets were added:

 Informed Consent Overview

 Sample ICF Tracking

− Total Samples by ICF 
Collection Status

− ICF Status by Study / Site

− ICF Collection Status by Study, 
Country, and Site

 Sample Destruction Status

− Visibility into when samples are 
scheduled for destruction and 
whether destruction was 
completed or is overdue.

Sample Management Analytics



Sample Details by Location 
was updated to combine multiple 
charts into a single tabbed view 
providing more room to display 
the dimensional values. 

Sample Management Analytics



26.2 Highlights
   - Issues



 Layout of the Create Issues 
window changed. Same fields, 
just looks different.

 IssueText field can be defined 
in Mapper applicable for 
Issues, rather than the 
QueryText.

Issues



 Adverse Events Overlay Labs 
sheet renamed to Adverse 
Events Overlay Labs & Vitals

 SMQ Comparison Analysis 
sheet now includes 2 
visualizations:

− SMQ Terms by Proportion 
distribution plot

− SMQ Terms by Adverse 
Events & Subject scatter plot

CDA



 Queries by Open Date sheet 
allows users to view by Open 
Date, Answered Date, or 
Closed Date.

 Qlik’s Insight Advisor has been 
enabled for CTOA.

CTOA



Thank you!
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