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Safe harbor statement

The following is intended to outline our general product direction.

It is intended for information purposes only, and may not be @'ﬂ_]ll
incorporated into any contract. It is not a commitment to deliver EHQP

any material, code, or functionality, and should not be relied
upon in making purchasing decisions. The development, release,
timing, and pricing of any features or functionality described for
Oracle’s products may change and remains at the sole discretion
of Oracle Corporation.
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o select @ account . Lo setup . 5 manage .. % nominate Q evaluate ‘= select & finalize € dashboards ..

LA B

o

Study: PURW_888 v [ Status:  In setup Protocol: PW-2309-2020

MNominate sites to invite Collaborate on the feasibility Select sites to accept for study. Finalize site selected and
evaluation of sites. 2 3 decline lists.
Surveys: 477100
- 0] Search Investigators

SITE i INVESTIGATOR SITE NOTES INVESTIGATOR = INSTITUTION COUNTRY
U SCORE SCORE PROFILE
[ 45 53 [ : Cervantes Ruiperez, Andres I British Columbia Cancer Agency (BCCA) - The Vancouver Centre Canada
[ 45 51 E : Geden, Chris IWK Health Centre - Main Location Canada
Il 45 54 3 : Germing, Ulrich Alberta Health Services (AHS) - Alberta Children's Hospital (ACH) Canada
[ 45 46 ] : Donald, Mick Herridge Community Health Chinic Canada
Il 45% 47 E : Santillana, Gloria Shriners Hospital for Children Canada

Sites

Trials

ACTIONS
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Investigator site profile

balto Sponsor preferred investigator

Ulrich Germing
Oncology PATIENT AVAILABILITY
al Estimated patient count: nfa

Scorecard Contacts Study contacts Documents Regulatory actions Patient demographics Trial history Trial performance Facility information

48 56 |2 98

Gite score

32 $220,000

vestigator Trials Publications Grants
tier

Study metrics

5 1 2

Active Active Completed
CRO/Sponsor CRO/Sponsor
Study Fit Veeht=20% Ml Site Performance Veeht=40% M Experience eight =409
How well the site meets the requirements of the study protocol. How well the site has performed in previous studies. The site's experience in past and/or current studies.
Field Value Percentile Field Value Percentile Field Value Percentile
Custom internal rank score 10 T% Activation to FPI 120 86% Institution total ongoing trials 24 56%
Custom site Friendliness Factor &0 55% Activation to LPO 220 58% Institution total past trials 220 56%
Average actual subject count 50.0 T2% Institution total trials 244 56%
Average randomized subject count 500 66% MNumber of completed trials B 8%
Contract 250 44% MNumber of publications 2 59%
EC/IRB 16.0 29% Total # of trials 98 Q8%
Essential docs 390 9% —
IP Release 550 33%
PSV to SIV 140 52%
Study Fit average 31% Site Performance average 50% Experience average 55%
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Study Fit (Weight = 20%): 31%

Site Performance (Weight = 40%): 50%
Experience (Weight = 40%): 55%
DiHE

(31*0.2 + 50*0.4 + 55*0.4)/3=48

MEEX R 3 7: Investigator B IR I A EEMNREL TSR IT
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| would like to let you know about a research study that may be of interest to your patients and ask
you to consider participation

We look forward to speaking with you regarding potential patients in your practice who may be
interested in participating in this study. Please feel free to contact me with questions using the contact
information provided below.

Thank you for your time and consideration

There are two ways to access the study managzement tool

» Don't need to remember » Able to access at any fime

password  Access to document library

» Secured access via encrypted « Create a site profile and gain access to additional
link studies

» Faster communication with CRO/sponsor

SE I E Ct communications site details
LITE
Study: PURW_888 — Chris Geden v
Your study workflow tasks Task name
Verify site profile information
Completed Completed - external  Pending review  Discontinued  Incomplete Task information
0 0 0 0 5

home

Verify site profile information

Sign and return CDA

View protocol

Verify site interest

Complete feasibility survey

support

NEews room privacy policy

Logged in as guest

IWK Health Centre - Main Location

@ Feasibility tasks must be completed by 28Feb2024.

if your profile is already filled out please only edit that are incorrect or have changed.

Task age
1day

Task actions

Verify site profile information

terms of service about Oracle Health Sciences

© 2015-2024 Oradle version 23.3
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o sglect ‘ account - Q setup - i manage - ‘a nominate Q evaluate E select
Study: PURW_888 v [ Status:  Insetup Protocol: PW-2309-2020 (O The default workflow closes on 28Feb2024.
Mominate sites to invite Collaborate on the feasibility Select sites to accept for study. Finalize site selected and
1 evaluation of sites. 2 decline lists. 4
Surveys: 4711
2) Declined (2)
= Y 3 -t T IR _ ] Add to recommended Site progress Survey analysis | Site details
) ,-h s S ~, 8
Search Bﬁﬁ-ga)‘ \&lﬂ . Jﬁ%&l
— S
ZRIET S EMNFRETT
~ i
i =
Moo ;oW
W ; L
g FLEE
] e N T
INVESTIGATOR COUNTRY INVIT. ACCESS SET WORKFLOW s -:? § & g ASKS INTERESTED DISINT. WORKFLOWC ACTIONS
U RCVD. SELECT é:" g § é:" DE' RONE? SITE REASONS DATE
LITE 2 5 5 3 0
Geden, Chris Canada General Site Workflow No - @ 28Feb2024 Efj -
O Cervantes Ruiperez, Andres ! Thailand General Site Workflow « 0 No - E 28Feb2024 [*Ij -
O McGregor, Ewan Canada General Site Workflow « Yes Yes E 28Feb2024 [)Ij v
O Mohan, Sandeep Germany General Site Workflow « Yes Yes E 28Feb2024 [*Ij -
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Study Milestone Prediction

O activate
—goback  Study: TEST0404 4
Plan study €
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¥ Studies Tabular Dashboard ‘ 50% ‘ 1% Select Countries ‘ h ®
£} Setup

Prediction Study summary milestones

Th ti Study & First Contract  50% Contract  FirstIP 50% IP Q0% Contract Last Contract 90% IP Last IP

erapeutic udy _ irs o_n ra or] rac lrls ; T A 0!1 rac as or_] rac : a:s A
Area Planned sites  Indemnity Indemnity R R Indemnity Indemnity R R
TEST0404
Immunology 60 155EP2024 155EP2024 26SEP2024 29SEP2024 010CT2024 040CT2024 01DEC2024 01DEC2024 10DEC2024 10DEC2024 15DEC2024
Prediction Provided Cou summary milestones
milestones ntry &
Final

Country & Al::roved First Co_ntrat:t First IP First SIV 50% Cor]tract 50% IP 50% SIV 0% Co!'ltract 90% IP 00% SIV Last Cor_]tract Last IP

Planned sites EA Indemnity Release Indemnity Release Indemnity Release Indemnity Release

Canad

_I;na d 04APR2024 19SEP2024 26SEP2024 010CT2024 19SEP2024 265EP2024 010CT2024 040CT2024 110CT2024 160CT2024 040CT2024 110CT2024

]

;)pan 04APR2024 12ZNOV2024 19NOV2024 24ANOV2024 14NOV2024 21NOV2024 26N0OV2024 01DEC2024 10DEC2024 15DEC2024 01DEC2024 10DEC2024

United States
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The Insights

Oracle Lea rning Health Network The 114" LHN members represent >32,000 hospital beds and
2,542 facilities in 44 states + Washington, D.C.

" Region count
LHN member - Northeast
health system West Midwest
care settings
Current @
clinical trials? South
m Independent Pediatric Health System (5)
= Critical Access Hospital (56) Yes: 48
= IDN (24)
m Short Term Acute Care Hospital (27) .
= Physician/Clinic Group (2) No: 66
*LHN member data current as of 07/30/2023.
TUrban/Rural designation derived from cms.gov data source from 201504
Data cqntributor De-identification Data mart creation Real-World Data
Sinetion [ Data ] [Cmcept access Run feasibility queries
cleansing normalization )
SQ . . |_\ |ad’ across 103M patients to
® i " L_(3 (o a identify potential study
Data Person .
[standardlzation] [matching J sites

The materials in this presentation pertain to Oracle Health, Oracle, Oracle Cerner, and Cerner Enviza which are all wholly owned subsidiaries of Oracle Corporation. Nothing in this presentation should
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The Solution A Study D
Oracle Study Startup Solutions + LHN FEME StartUp 09 Heaith

(SSU) Network

Crosswalk LHN sites with Sponsor Surface patient feasibility counts for overlapping
and/or CRO’s sites sites based on RWD

The materials in this presentation pertain to Oracle Health, Oracle, Oracle Cerner, and Cerner Enviza which are all wholly owned subsidiaries of Oracle Corporation. Nothing in this presentation should
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PREFERRED
SITE

SITE
SCORE

0

Add to review ~

SITE
PROFILE

NOTES

Bagu, Misbah

Hresvelg, Edelgard

Bal, Chunxue

Licisky, Michael

Kraft, Monica

Curtis, Lesley

Beschel, Reinhard

Baker, Kimberly

£l Zen, Randa

Benninger, Michael

Brockbank, Kelvin

Parks, Willlam

Koow Yanneth

Select sites to accept for study. Finalize site selected and
2 3 decline lists.
Surveys: 3/5
INSTITUTION LHN COUNT OF = COUNTRY
MATCHING PATIENTS

Mayo Clinic 205 uted States

Cedars-Sinal Medical Center 194 juted States

Shanghai Zhongshan Hospital na States

Dute Ureversity 74 States

Duke Urnversity 74 juted States

Duke Urwversity 74 hited States

Ureversity of lowa 56 uted States

Ureversity of lowa 56 hited States

Methodist Mospital Research Instigin S5 hited States

The Ceveland Clinic s2 hited States

The COevetand Chnic S2 hited States

The Ceveland Chinic 52 hited States
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Eligible Patients X +

xgbu-ace-wtss.appoci.oraclecorp.com

o
C) Patient Recruitment u
Back to Studies Edit Study
Comparative Analysis of Asthmatic Cough Patient Treatment
Available Patients Eligible Chart Review In Follow-Up Enrolled Ineligible Declined
641 101 89 174 111 41 67
Al R A L R e a7 N
Q search
Status In Follow-Up 174  Last Se=n At AU Main Theatre
Name Status Last Seen At Next Appointment Date Eligibility 1= Actions
Emma Barr Chart Review BW Lab April 13, 2024 75% Actions ~
; th|
Victoria Agbayani [ Dectined ] RC Family Pract April 19, 2024 75% Actions ~
Louisa Park Eligible RC Urgent Care April 14, 2024 75% Actions ¥
Madeline Poubelle Eligible BW Med Onc Clin April 19, 2024 75% Actions v
Girich Miunta Inalinihla RA! Simmnit Anril 10 2N24 TR Artinne =



Diversity Action Plans Will Soon Be Mandatory for Clinical Trials

Diversity Action Plans to Improve
Enrollment of Participants from
Underrepresented Populations in

Clinical Studies
Guidance for Industry

DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 90 days of
publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit electronic comments to https:\www resulations. sov.  Submit written comments
to the Dockets Management Staff (HFA-303), Food and Dmg Administration, 5630 Fishers
Lane, Bm. 1061, Rockville, MD 20832. All comments should be identified with the docket
mumber listed in the notice of availability that publishes in the Federal Register.

For questions regarding this draft document, contact (OCE) Lola Fashoyin-Aje, 240-402-0203,
(CDER) Tamy Kim 301-796-1125, (CBER) Office of Communication. Qutreach, and
Development, 800-835-4709, or 240-402-8010, or (CDEH), CDRH Clinical Evidence Mailbox,
CDRHClLinicalEvidenceig/fda hhs sov.

U.5. Department of Health and Human Services
Food and Drug Administration
Oncology Center of Excellence (OCE)

Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
Center for Devices and Radiological Health (CDRH)
Office of Minority Health and Health Equity (OMHHE)
Office of Women's Health (OWH)

June 2024
ClinicalMedical

29 CEKIE

INDEF GE < & 3£ End of Phase IIE T) [ZRace & Ethnicity

Diversity PlanZ {29 %

BEHAHAREZTRAR

- FEE. 1A, Race, Ethnicityl &IZnfaSNT-ZEkEE

- BHRERZICKT HERAIIERL

- BRBEZESERT ONDEE (HEREZ DR,
Inclusion & Exclusion practice. E{E&B{%&E ~DDiversity k
E—==52-5)

ERADAINY b

o BBRKRDVTILEIALE=ZYDYT

 Black. Asian. Hispanic#EREDEVE LY

o Ff-73E/#hig TOHERE Recruitment, %I H EIF
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Transforming Clinical Research
Oracle Study Start Up® 4 & H 3~ i i
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Thank you

akira.soma@oracle.com
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