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Study Advisor

Al-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.
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Study Advisor

Required Privileges
for new study creation

Name, Description - Search Q [ =+ AddStumrw (o W7

Create Manually

Clintek-006 ) . . ‘/L(.
Create Via Study Advisor

Last Data Update: 28 Mar 2022 19:07:15 #of Data Stores: 4

Proaram-



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.

Add Study

Standards ies Settings
tudy Mame: |

mpound:

nously

ontr

Indication: ( rophy

Therapeutic Area:
Program:
Program Type: Randomized Stratified
Blinding: Open Label
ontrol:
Study Type:

Primary Endpoint

Healthy Subjer



[ |
] .{5! Study Advisor AOC 1001-CS2Demo ~ | Study Advisor 2 Upload New
| |

Study Advisor

Study Configuration

[Z] Documents

= Details

Document management is handled from the |[EESEEEsES _
Study Advisor section of elluminate. AOC 1001-CS2 - Protocol V9.0 FINAL 30 April 2025.pdf

Date: 19 Aug 2026 17:40:48
BHART

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

s Upload New Version o Download

Administer

Stu dy CO nﬂ g ure £ 47 Study Advisor MARINA-OLE “ | Study Advisor

B Global D res

eDrive Read Write . " ..
@ Recent Studies

MARINA-OLE
LUMEN-201 Training
1B clintek-011

1

C

A Models_11
Data Mapping & Computing R

Data Review
Operational Insights
Risk Management

Metadata Management

Study Management

= >

=

15, Importer S *a



Study Advisor

Edit Study: MARINA-OLE

Configuration Standards Dictionaries Settings Data Blinding

* &) Study Mame: (0 . MARINA-OLE

When a new version of the protocol
IS uploaded, you can push the
extracted information to study , : — - -
configuration — any new information | Sy Ty 04 o sty kst it PTG e g 00w v it o s
is identified by a sparkle icon. (Pt

Indication: Myotonic Dystrophy Type 1 (DM1)

leng-term

Review and edit as needed and then
save.

Therapeutic Area: Neurology

Program:

Program Type: Randomized Stratified
Blinding: Open Label
Control: None
Study Type:

Interventional

Primary Endpoint: Number and severity of treatment-emergent adver

Healthy Subjects:




Study Advisor

L] =
-.-{5! Study Advisor AOC1001-CS2Demo | Study Advisor () Review Plan

Study Configuration Global Library Suggestions [ 18 Study Document Suggestions | 100

Documents 0
Viewing Protocol w2 (Current) Q E_,

Details Identifier Review Objective Status Primary Domain  Secondary Domain(s) Field(s) Priority Risk(s) Reviewer Role(s) Programmatic Review

Review Objectives m I If AE Action Taken is drug withdrawn, ou... :: Pending Review inical. Exception Listings.SLP Clinical AE.AEACN B High Data Manager, Medical Data Reviewer  Weekly

If AE Action Taken is drug withdrawn, ou... Pending Review inical. Exception Listings.SLP Clinical AE.AEACN B High Data Manager, Medical Data Review... Weekly
AE Serious response is Yes, Results in D... : Pending Review zlinical. Clinical AE.AEOUT, Clinic... W Medium CTQ: Safety ID: 05 Score: 700 Control: Mitigate Desc...  Data Manager, Medical Data Review... Weekly
Review AE Term, CTCAE Grade, Start Dat... Pending Review inical. Clinical AE.AEENDAT, Clin... | Medium CTQ: Safety ID: 06 Score: 900 Control: Mitigate Desc..  Data Manager, Medical Data Reviewer = Monthly
1. Ensure there is no AE, Conmed, Conm... , Pending Review inical. Clinical.CM B Medium Data Manager Weekly
If Other Action Taken = Concomitant Me... , Pending Review inical. Clinical.CM Clinical. AE.AEACN, Clinic... [l High Data Manager, Medical Data Reviewer ~ Monthly
Random one with all review materials wi... 7= Pending Review inical. Clinical AE, Clinical DM, C..  Clinical AE AEONGO, Clini.. [l High Data Manager, Medical Data Review... Weekly
1. Ensure there is no AE, Conmed, Conm... ; Pending Review inical. Clinical AE, Clinical.CM, C... Medium Data Manager, Medical Data Review... Weekly
Ensure there is no visit dates, conmeds, ... Pending Review inical. Clinical.CM, Clinical.DS o Medium Data Manager Weekly
Random one with all review materials wi... : Pending Review inical. Clinical. AE, Clinical. DM, C...  Clinical. AE.AEONGO, Clini... High Data Manager, Medical Data Review... Weekly
CDM_001 Purpose: Reconcile Biomarker sample h... Pending Review inical. Primary ... Data Manager Monthly
CDOM_001 Purpose: Reconcile Biomarker sample h... , Pending Review inical. Primary ... Data Manager Monthly
CDM_004 Purpose: Cross check between the Deat... 7= Pending Review inical. Clinical AE Safety Data Manager Maonthly
CDM_005 Purpose: Cross Check Death across all t.. Pending Review inical. Clinical AE, Clinical DS Safety Data Manager Monthly
CDM_006 Purpose: Review data recorded in ‘Specif... Pending Review inical. Particip... Data Manager Manthly
Risk-3 Assess adherence to dosing and assess... : Pending Review ing. Reporting. EX.EXDOSE, Re.. B0 Medium CTQ: Data Accuracy ID: 01 Score: 280 Control: Mitig.. = Data Manager Weekly
SM_001 Verify pregnancy status and contracepti... : :: Pending Review inical. Clinical PE Clinical. SUBJ.SUBJECTID.. = [ High Site Monitor Daily

SM_D02 Confirm subjects are not enrolled inanot... Pending Review inical. Clinical.IE.IEYN, Clinical.l... B High Site Monitor Daily







RBQM

Root Cause Analysis Dashboard added to Accessed from a site KRI — click Go to Root
support KRI investigation workflows Cause Analysis at the panel at the right

Workspace

| |
n{:! Data Central RBQM_demo Data Central Default

<> RBOM @ X  ReqMSnapshot 05 May 2026 13:42:13 - Late... @ Legend

H Overview : - . 02
@ Data Integrity Data Quality Safety KRI Details Trial Level Risks b4

© sites @ Subjects Country Site Score DENTRY iI=  QUERY_RT f=  SBPRT I=  AE_ENTRY /A i= DBP_CSM = QUERY_RT (QUERY_RT for Site 688)
(19

(® Countries BE 2
DE 2
us 1.8
< KRis & BE 18
1.8

© sites us 18

: us 1.8

IN 1.6

[1]
o

303
453
8

Description
Rate of Queries

= )
() Trial Level Risks :
Risk Levels

. Exceeding Limit (Upper) 1.1
82 Approaching Limit (Upper) 0.6
B nlimit <06

Approaching Limit {Lower)

. Exceeding Limit (Lower}) 0.01

(@ Countries

E Study Report =3 1.6
GB 16
Risk Signals 602 GB 1.6

KRI Score for Site 688

© oo

GB 1.6 Score Trend for Site 688
us 1.
PL

=7 Profiles

© sites
AU

o -
(@ Countries D 9 bE

o

Median KRI Score across Sites

1.00

Average KRI Score across Sites
0.53

c o o o0 Q0 Q0 o o o oo

Recommendation

(- B - HON - HONONORN - M - NN - MR - J=a( -3 -3 -3 -3 -

Or0000000000061F0

I Go to Root Cause Analysis —

e00C0OCOOOOCOCOOCOOOOOCOCOO:O
COOCOOOOOOOOCOCOOO0OCOOOOOOS
(-2 20 -30-B - HON - HON - I - X - HONORN - WOR - 2 -3 -2 -3 - N - B -

O R R O R - IR R U - R OO O R CR I XY

ORI S-S - - S - -

-]




RBQM

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

e Workspace
H 4:! Data Central RBQM_demo Data Central Default

Sites Overview > Site-688 -~ > Root Cause Analysis > QUERY_RT -

KRI Trend Site Comparison

14 4 15.0 4

(@ Countries High
“7 12,5

(J) Trial Level Risks
10.0
5% KRis

q
@ sites g = 754
5 0 g

@ Countries i 504
s

{F Study Repont
2.5

~I> Risk Signals

04

2 Profiles

; ’ 25
@ Sites T T T T T T T T T T T T
21-Nov-25 02-Dec-25 04-Dec-25 23-Mar-26 22-Apr-26 05-May-26 T T
(& Countries o e

Selected Site

Helps users to investigate elevated
or abnormal KRI behavior.

Add custom visualization

Build a visualization for KRl Exploration and view it in RBQM.




RACT

RBQM_demo v Risk Assessment & Categorization Tool

&
N 2
]

QOverview

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

Functional Plans

Risk Distribution

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

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

@ safety (@ Study Phase () Blinding

KR Distribution () B Mitigation by Risk

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

Exportable Risk
Summary table

linistration, 0. Unblinding of study participants




RACT

An IQRM page has been
added under Analytics: = O RACT Moo v sk Asesomert ECaraton ool 8 o

Assessments

Provides a consolidated | _, o
view of how study risks align 100% S s e A

with IDRP review objectives.

v Objective Distribution By Review Role

Metrics, charts, and an
IQRM Plan help to evaluate
risk coverage, review
objective alignment,
reviewer responsibilities, and
overall risk management _ —
priorities. o oo - e

Blinding atis the risk of unblinding = The study inv e i ki dequs i C e ) Data Entry and Validati

@ High Pricrity @ Medium Priori

Blinding  What is the risk of unblinding | The study inv . ski. dequs Uninte e Data Emtry and Val

Data Ei nd Valide

I ilters and I X Ortin 7 Blinding  What s the risk of unblinding | The study . : 3 de enc
p g 9 Blinding  Whatis the isk of unblinding | The Eligibility Crieria Data Subject Eligibilty Ve

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.

s ia RACT RBOM_demo *  Risk Assessment & Categorization Tool NG|

Assessments
All
Archived

Analytics
Overview

IQRM

sment Versions @)

Start User

VPOMERAMNTSEVA

eshorell 155 36 eshortell
eshortell 155 26 eshortell
eshortell 155 5 eshortell
JYAN 14 BREINHARDT
JYAN 15 1250 JYAN
BREINHARDT 15 1250 JYAN

Default (V1) 124 4:06:55 JYAN 24 Jul 04:35 BREINHARDT




RACT

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

View All Risks View Incomplete &7 Documentation 1 Review and Approval

Blinding
What is the risk of unblinding

)
The study involves the use of an EDC system that may result in unmasking of masked data
Impact Likelihood Detectability

- Adverse Events and Subject Safety
High Medium (7) Low Medium (4) Extreme High (1

AF documentation

ﬂ Score: 280 Dose limiting t

General Risk(s)

The protocol includes sub-studies that could result in difficult adherence to procedure

Blind test
Impact Likelihood Detectability piiakide

Extremne High (10) Low Medium (4) Low Medium (7] G=nerel Fisk(s)
Blinding
Blinding Description

Blinding




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.

Study Specific
3 C1: Study Specific Risk(s)

Unaffiliated

{1 C1: Unaffiliated Risk(s)

Because they are system defined, they cannot be modified.
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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 OpenlD Connect application in Veeva

CDS an associated SSO identity provider

Query Authentication Controls:

Use User Credentials

U=e Stared Credentials

iter S50 cliemt identifier

S50 Client ID: |
Client 1D is required for 350 enabled Query configuration

Append elluminate username to all guery text *a




Data Central — Review Plan Configuration

ReVieW Plan: | l_ _ | | — Programmatic &

ral Listi

The option to add Relevant
Review Materials was
added.

Manual &

a Central

93 Da ral

ofl) Analy

[ App

€ RBOM Da:




Data Central — Review Plan Configuration

Add Review Objective (v1) (28 Configuring X Relevant Review Materials Comments & Activity

Programmatic @ Review Materials systematically tracked and factor into the Objective Status. Eas.ed on me_Re\rlew Objective details, we've identified 29 relevant
+ Identifier: () Review Materials.

. ® Pending: 29 ® Accepted: 0 ® Rejected: 0
[ Data Central Listing(s):

* Review Objective: Confirm that any TG less than three but identified as an SAE is accurate.
i¥ el0 Review Model: [ AE Tox Listing Medium Match
Data Central Visualization
% Orchestrator Rule: Suggested because it is configured for Primary Domain AE.
+ Primary Domain: (i) Clinical AE
) Manual & Review Materials not systematically tracked but factor into the Objective Status.
Secondary Domain(s): @
@0 | Visusl ( [ AEQutcome2 Medium Match
NERTR ata Central Visualization(s):
Field{s): @ Data Central Visualization

Suggested because it is configured for Primary Domain AE.
Priority: 07 Data Central Workspace: =ugg g ry

Risk(s): olld Analytics App:
[#] aesev by ser Medium Match
[? App Sheet(s):

+ Reviewer Role(s): Data Manager Data Central Visualization

© RBOM Dashboard: Suggested because it is configured for Primary Domain AE.

+ Programmatic Review Freguency: Weekly - Wednesdays @ 00:00, Starting 30 Sep 2026

i 4 erial(s): @
* Manual Review Frequency: Weekly - Wednesdays @ 00:00, Starting 30 Sep 2026 (5 Bxternsl Materisl(s): @

@] aesev by sericusness Medium Match
Additicnal Instructions: Data Central Visuslization

Suggested because it is configured for Primary Domain AE.

[ AEToxGrade2 Medium Match
Data Central Visuslization

Suggested because it is configured for Primary Domain AE.

E Clinical. AE Medium Match
Data Central Listing

Suggested because it is configured for Primary Domain AE.

[#] Combo AEREL - Ethnicity Medium Match

Data Central Visuslization

Save & Submit For Approval m




Data Central — Review Plan Configuration

Add Review Objective (v1) (28 Configuring %) Relevant Review Materials & Comments & Activity () | X

Programmatic_® Review Materials systematically tracked and factor into the Objective Status. Eas.ed on me_Re\rlew Objective details, we've identified 29 relevant Uy
+ Identifier: (1) Review Materials.

B @ Pending: 26 ® Accepted: 3 ® Rejected: 0
E Data Central Listing(s): Clinical AE

+ Review Objective:

Confirm that any TG less than three but identified as an SAE is accurate.
i¥ el0 Review Model: [ AE Tox Listing Medium Match

Data Central Visualization
1% Orchestrator Rule: Suggested because it is configured for Primary Domain AE.

+ Primary Domain: (1) Clinical AE

Manual @ Review Materials not systematically tracked but factor into the Objective Status.

Secondary Domain(s): @

o | Visusl ( b [ AEOutcome? Medium Match
SRR ata Central Visualization(s): AE Tox Listing, aesev by seriousness
Field(s): ® o Data Central Visualization

Suggested because it is configured for Primary Domain AE.
Priority: 03 Data Central Workspace: S 5 e

Risk(s): ol Analytics App:

[ App Sheet( @] aesev by ser Medium Match
Vi : ) App Sheet(s):
+ Reviewer Role(s): Data Manager e

) Suggested because it is configured for Primary Domain AE.
* Programmatic Review Frequency: Weekly - Wednesdays (@ 00:00, Starting 30 Sep 2026 > RBOM Dashboard:

i A Ext | Material(s): G
* Manual Review Frequency: Weekly - Wednesdays @ 00:00, Starting 30 Sep 2026 (' Bxtemal Material(s):

[ aesev by sericusness Medium Match
Additional Instructions: Data Central Visualization

Suggested because it is configured for Primary Domain AE.

@] AEToxGrade2 Medium Match
Data Central Visualization

Suggested because it is configured for Primary Domain AE.

B Clinical AE Medium Match
Data Central Listing

Suggested because it is configured for Primary Domain AE.

[1] Combo AEREL - Ethnicity Medium Match

Data Central Visualization

Save & Submit For Approval m




Data Central — Review Plan Configuration

The option to External Review | ———— P p—
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.

LB_CHEM




Data Central — Review Plan Configuration

The ability to import Review Objectives from Study Advisor was added

Review Plan 4 GotoData Centra

Review Objectives @@ a + s B

Identifier Version  State  Review Objective Approval Status Primary Domain  Secondary Domains) Field(=) Priority Rizk(s) =(s)

I Import From Excel

CDM_00 M confirm that all AE records indicating st_. 5% Configuring Clinical AE Clinical.CM Clinical AE.AEDET, Clinica.. [l High Reviews
- & Import From Global Library

CDM_DO7 <, Verify that AEs associated with a study d.. o Pending Approval | | Clinical AE Clinical AE.AEDET, Clinica.. [l High \ Reviews
DM_018 '{3*: Werify that sex assigned at birth, age, an.. 2@ Configuring Clinical SUB.JE... B High [‘=I'] Import From Study Advisor

Dh_022 ¢*: Confirm urine pregnancy tests perfarme... 2% Configuring Clinical PC Clinical PC PCDAT, Clinic_. [l High Data Manager
DM_023 '{3*: Ensure pregnancy testing is not perform... % Configuring Clinical.PC Clinical. FC.PCDAT, Clinic... B Medium Data Manager

suggested Review Objectives B Study Advisor | X

Global Library Suggestions (12) (0) (0 Study Document Suggestions (95

Viewing Protocol | v9.5 (Current)

Identifier Review Objective Status Primary Domain ~ Secondary Domain(s) Field(s) Priority Risk(s) Reviewer Role(s) Programmatic Review Freguency
AE Serious response is Yes, ResultsinD.. | 7 Pending Review  Clinical. AE Clinical AEAEQUT, Clinic.. [l Medium Data Manager Weekly
Review AE Term, CTCAE Grade, StartDat.. % Pending Review  Clinical. AE Clinical AE AEENDAT, Clin... = [ Medium Data Manager, Medical Data Reviewer  Weekly
Review AE Term, CTCAE Grade, Stari Dat. | s Pending Review  Clinical AE Clinical AE AEENDAT, Clin.. [l Medium Data Manager, Medical Data Reviewer | Monthly
If Other Action Taken = Concomitant Me. ¥ Pending Review | Clinical AE Clinical CM Clinical AE AEACN, Clinic [l High Data Manager, Medical Data Reviewer | Monthly
If Ongoing is checked and Resclution da.. ¥ Pending Review | Clinical MH Clinical. MH.MHONGOQ B medium Data Manager, Medical Data Reviewer  Daily
Ensure there is no visit dates, conmeds, . o Pending Review  Clinical. AE Clinical CM, Clinical. DS B Medium Data Manager Weekly

DM_002  Verify that all AEs recorded with Grade 1 ¥ Pending Review | Clinical AE Clinical AE AESTDAT, Clin_ [l Medium Data Manager Weekly

DM_003 Confirm that emergency room holds of 2. 5 Pending Review  Clinical AE Clinical AE AEHENDAT ¢l [l High Data Manager, Medical Data Reviewer | Weekly

DM_019 Confirm that all medications, vitamin su... ¥ Pending Review | Clinical MH Clinical EX Clinical EX.EXDRUG, Clini.. [l High Data Manager Weekly

DM_021 Verify serum B-hCG pregnancy test perfo... o Pending Review | Clinical PG Clinical. PC.PCDAT, Clinic.. [l High Data Manager Daily

Rows Per Page: | 50 Page




Data Central — Data Variance

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

Data Variance Filter & View Options

Date Range

Data File Date:

2024-01-0513:02

Mew Records Updated Records
Vi Highlight Vi Highlight




Data Central — Issue and Query Identification

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

Clinical Record Details: Adverse Events (AE) - 0016-008
Details
M\ Variable

AEENDAT_RAW (End Date(RAW))
AEENDAT_INT (End Datelnterpolated)

JAT_YYYY (End DateYear)

oded Value)

tal Anomaly or Birth

Fvent Tvne - Persistant or Sianificant

comments @

Related Queries @)

Related Issues @)

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.




Data Central — Statistical Data Popouts

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

Clinical: AE ~

nght'C“Ck on a M| Subjectname oridentifier  Joded V.. | Serious Event Serious EventCoded Vi Di:t_ﬂbmion
column header 0016-008 o
pol008 1= SOMLASCen
Select Statistics 0016-008
. 0016-008
A popout window 0016008
opens with metrics T
and visualizations y I]EI1I;-0I]EL
based on the data in ;j
the column selected 0016.008

0016-008

0016-008
0016-008
0016-008

0016-008

0016-008



Data Central — Issues and Queries

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

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

Clinical: AE ~

B Subject name or identifier ) DM ¥ MDR 3 Q o Site name SiteNumber SiteGroup Internal id for data page

Clinical: AE ~

Domain Details

0016-008 0 0 1 0 Alabama 0002 Wol
Alabama 0002 Wo

0016-008 0 0 0 Alabama 0002 Wol
0016-008 0 0 0 0 Ala 3 0002 Wo
0002 Wol

Dat
Do

0016-008 0 0 0 0 0002 Wol
Open Queries (10)

| Naone is not checked, however Other actions taken are missing. Please clarify or comect.

Query ID: 129976 Field: AEACN® Gro ystem to Site  Opened Date: 26-J

Did the subject experience any Adverse Events? is Yes, however Adverse event that caused study discontinuation is missing. Please clarify or correct.
Query ID: 109899 Field: AEDIS ~ Motific Group: System to Site Opened Date: 14-Aug-2017

| Did the subject experience any Adverse Events? is Yes, however Outcome is missing. Please clarify or comrect.

Field: AEQUT Motification Gro m to Site Opened Date: 14-Aug-2017

I Did the subject experience any Adverse Events? is Yes, however Action taken with DRUG_1 is missing. Please complete.

1MnonT Cimld- ACAMK Rlmsifimmtimm Crmiime Cuntmme #m Citn Mimmmed Pimtms 14 Aoem 30917




Data Central — Issues and Queries

Read Only users can now multi-select Users can now export Audit History from
in Data Listings when creating Issues any Data Listing.
or adding comments.

Clinical: AE ~ @JIID / Review v | [d == + ¢ & B 3 Q 5% B X

L Ty s Oy e By Bole
Subject name or identifier O eCRF pagename  Sequence number of ef [=» Export Only My Role

0016-008 Adverse Events 0 [ Export All Roles
 0016-008 Adverse Events 0 [ Export Audit History
7 0016-008 Adverse Events 0

0016-008 Adverse Events 1] 619280
| 0016-008

0016-008

0016-008
‘. 0016-008

0016-008




Data Central — Visualizations Details Popout

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

& AEs Relationship by Serious + €D

Visualization Details
Dimensions:

Measures: Wumber of Clinical AE.AEREL records

Average of Clini A.AGE

vels): RO06_1: Torev Es related 1o TGs

Elias Papat




Data Central — Additional ltems

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

Objective Details

@ In Progress

Overall Progress
Subjects @D

(] D MOR Dy &) Q) Clean Status Subject Site

Clinical. DM

To confirm the Informed Consent Date
6007 6013 21 (0 91 ] 2 001e-00> 0002
Programmatic Review Materials

2487 3 ' 78 0 2 0016-010 0002

21451 0 g i 2 0016-013 0002

101824 Z 0 543 0 s e
R _ B Unclean: Open / In Progress Issues, Open Queries, [
14723 3 : 52 S DM Review Count

= UL -3 uuL FEfTdie it
i

3 B Clinical.DM

Objective Details

Identifier: RO12234
Primary Domain:

B Clinical.DM

Field(s):

Clinical DM.ICDAT

Priority: Medium
Reviewer(s): Data Manager

Programmatic Review Frequency:
Monthly - 1st @ 03:00

Manual Review Frequency:

Monthly - 1st @ 03:00 ‘ - !




26.2 Highlights
- Apps Hub



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.

[]] Data Central Clintek-011 Data Central

Training, elluminate
My Profile

Recent History J )

Recent Studies

eCS-Demo Safety Overview

YY) History
Data Review eCS-Demo Lab Results Explorer
0 Mata Cantral © == . i
% Data Central Studies boratory results by category and visit for the eCS-Demo-201 demonstration

Published:
Last /

Operational Insights

Risk Management




Apps Hub

## 43 AppsHub > eCS-Demo Lab Results Explorer X @

eCS-Demo Enrollment Dashboard

Access is controlled
thrOUgh the neW Apps Site: Enroliment - All Sites

Jan Feb Mar Apr May Jun
Month

Hub Viewer privilege.

Developers and
publishers manage
applications from the
Apps page in SCE

before making them o s
available through the o
Apps Hub. o

May 71
Jun 67
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Sample Management Analytics

minoie Sample Management Analy

SMA has been updated with a

Home Page 3 Createlssue |Issues RegisterReview Reviews Copylink Share Help Center

modernized user interface meant |[EE—_

to I m p rove read a b I I Ity a n d p I ace Total Studies, Sites & Subjects | Sample Types & Total Sample... Duplicate Samples Unreconciled Samples [ # of Data Anomalies (7
1|77|57

greater emphasis on analytical
content.

Samples by Last Stat Samples by Type Samples by Current Location

Intermediate

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

Samples by Collection Schedule Derived Sample Hi:

Totals

Primary




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.

Informed Consent Overview

n study Country

Subjects with ICFs | with no ICFs

0|59

Subjects with ICFs vs Subjects with no ICFs

Subjects with no ICFs

Sample Histories

f Al Samples Fl 1CF-Matched Samples

Cohort

ICFs with Samples | with no Samples

0|0

ICFs with Samples vs ICFs with no Samples

¢ » Createlssue Issues Register Review Reviews CopylLink Share Help Center

Subject Sample Type ICF Type

Samples with an ICF | with no ICF Valid ICFs | Invalid ICFs

0453 0|0

Samples with an ICF vs Samples with no ICF @ .7 - || valid ICFs vs Invalid ICFs

Sampleswith no ICF
The chart

fd Retention Policies

R icFype



Sample Management Analytics

Sample Details by Location ¢ 5 Createlssue Issues RegisterReview Reviews Copylink Share Help Center

Sample Details by Location o B
was updated to combine multiple | ———— e

charts into a single tabbed view

providing more room to display
the dimensional values.

Q

Q

Time Point




26.2 Highlights

- Issues



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.

Create lssue

VisitID

Priority
Moderate (Due in 5 days, excludes Saturday and Sunday)
Asgsign To
® User Rale User Group

* User

Send Notification to User Receive Notifications For Changes
® None

Select All
Immediately Priority
In Batch Reassignment

Defer Notification Status

Information

Type

Data Store
Domain
Subject ID
Site ID
Field Name
Field Value

Criticality

Record

eCS5_DS_001_src

0001-001

0001

Standard Toxicit
Grade 3

N




CDA

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




CTOA

Study Country Subject Query Status

Queries By Date & User  Queries By Date & Sender-Recipiant

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.

Sender-Recipient Qu

@ Clinical © Data
Research Manager to © Dat= afety © sponsorte @ Sy

Associate to Site Clinical ManagertoSite () DMtoCRA @ DM to Site Site

1.8

(- T+ T+ U T+ A+ I+
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