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“Can clinical research be done
at home? The Oncopole
experience in Toulouse-France”

ESTRABAUT Myriam
Head of CT home care platform



(DCTs) incorporate procedures specific to the needs of clinical research, which are
carried out at a distance from the investigating site.

is defined as the dematerialization of certain clinical trial procedures, i.e. the use of
electronic tools to deliver information to patients (e.g. econsent), remote monitoring, etc...

Only part of the clinical trial is decentralized, with the core of
the clinical trial remaining in the investigating site

Hybrid
Decentralized Centralized
the trial takes place entirely B3 & F (2 G B2 O all trial procedures
in the patient's home are carried out at the

investigating center
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Home nursing benefits

Improving patient comfort, quality of life and

Facilitating equitable access to care and
reduce patient’s isolation and fatigue

innovation

Increase patient’s inclusion rate and improve _ o
Increase the range of care available by giving
patient’s retention _ _ .
more patients access to innovation

Relieve care services of “simple” treatments to Improve care pathways with an innovative

increase the innovative care on offer (early phase) approach
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Our experience

Administration of IV
IMP at home

Phase Ill industrial CT
100% of scheduled

PK sample at s
home a rryms ra |-ons were
FIH stud carried out in accordance
( st y) with the protocol - no

201 5 2021 failures

Shipment of A

oral IMP at %
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Context: Patient distribution in 2023

Occitanie 2023

Number of patients

| Average = 129km
(80 miles)

Powered by Ring
0 GeoNames, Microsoft, Tom Tom
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CT HOME CARE Our partners -

byONCOPOLE

Home care partner

Pharmaceutical industry status

Specialized in Clinical Research

Previous collaboration with OCR .

Collaboration contract signed in September 2024

[/
Oncopole J S \'\: DU CANCER DE TOULOUSE
CLAUDIUS REGAUD *% \\ Oncopole CON FIDENTIEL 6



CT HOME CARE

byONCOPOLE

Our partners

EHR dedicated to hospitalization at home
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Electronic Health Record
Integrated Care Pathways

Medical record
- CPOE, ePrescribing, medical historic
- Diagnostic, Medication.

Continuity of care record
- nursing care plans, guidelines, protocols
- vital signs monitoring, eforms.

Multiple Integrated Care pathways

- Hospital At Home, Complex Chronic conditions
- Dashboard, Notifications.

- Used treat patients at home
outside clinical trials (current
practice in France)

- Certified :
- 1SO 13485 ;
- Class 1 CE approved
- class 2A certification ongoing

- Electronic transfert of the visit
report directly into our EMR in real
time



CT HOME CARE Our partners

by ONCOPOLE

(- Medical Record \

Integrated care pathway
Medical assessment (SOAP)
Medication

Patient specific care project

* Medical observation

* HAH discharge letter
(- Care Record (CCR) ) \_ * Prescription ) ( Advancad Patient’s Care Module )
* Communication Home - HAH
+ eDiary * Care plan
* Nursing Process, A.D.P.LE. . ] .
. Vital Signs Care scheduing - Full electronic Health
+ Agenda * Associated Infection Risks H C * Healthcare and Caregivers Assignment letter
: 212‘::_:::; ?;:: Pian a r e + Care implementation follow-up Re co rd

Caregiver reports

— k Pre billings )
B - Adapted to CT Home

4 Orders Management \ﬁ 4 Comprehensive Patient’s \
+ Customized Catalog (consumable, medical E Medication Management care nEEdS
device , equipment) + e-Prescription, eRX
+ Creation of customized kits + Pharmaceutical analysis, indication
+  Order workflows management : ﬂ:i'E;:SLL:?dFZC;?:S- Warnings
= NGRS DR0Agsma f’_ Assisted Decision Module —\ o ., pgg'.\ management

* Orders Dashboard
) \ * Medication in-take plan /
* Customizable Motification Center

+  Alarms Management
+ Data analytics, Metrics

* Data Ware House
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Our site control MHCARE® EHR acces used at home
1. Nurse identification
2. Site « push » the patient from site EMR to MHCARE® EHR
3. Site create MHCARE® EHR acces (ID + PASSW) and give acces to the specific patient data
4. After the visit when all the data are electronic transfered , site remove acces to MHCARE® EHR

The nurse do not have a view on all patient’s EMR only what she/he need
* Name, contact, adress etc., Site contact

e Study memo sheet

* Site’s note added specificaly for the visit

* Mailsbox available to tchat with the site

The MHCARE® EHR is accessible from an application with a computer, IPAD or phone ; can be used
offline
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Home trial services

(&)

Type of home care

Type of IMP administration
support

e Vital Signs

* PK sample Processing * IMP Infusion

« IMP Administration * IMP Injection Subcutaneous

o
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ECG

e IMP Injection Intramuscular

Caregiver/Patient Training Oral
Quality of life Questionnaire Topical
Transdermal

Patient’s diary review

Tele-consultation
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Operating diagram
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Contractualisation

Through study
contract (site only)

Or

Through specific
contract (national)
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Training

Service provider
training through SIV or
ina 2" time by OCR
team
+
Completion of
delegation of
tasks/training/CV/GCP

EHR set up

L

Creation of data
collection forms
according to study
protocol

ooog
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Visit preparation

ICF signature

Visit coordination
EHR control access
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Patient’s visit

Home visit

Shipment of PK
samples to OCR

Integration of
patient’s data into
OCR EMR
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Our experience

Administration of IV
IMP at home

Phase Ill industrial CT
100% of scheduled
administrations were

D
PK sample at
carried out in accordance

V home
(FIH study) with the protocol - no

201 5 2021 failures

Shipment of
A oral IMP at
home

S

=

direct data
transfert

Shipment of A (FIH study) 2025

oral IMP at .
% CT HOME CARE

home
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CT HOME CARE  To go further B

byONCOPOLE

2025 Shipment of

oral therapy

PK sample at at home
home +
‘ (FIH study) direct data
transfert Blood Samples
V 2024 collection in

National

Multicentric Trial
200 pts
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CT home care meets the needs of all stakeholder :

by reducing protocol constraints / fatigue

by allowing
- Faster decentralization implementation because it is simply an extension of our
center's care offering
- Faster contractualization via the study contract

by allowing us to masters the process and choosing the personnel intervening at
home
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Perspective

= Audit of our vendors
= Quality certification of CT home care platform

= Develop our platform to propose decentralization to national territory

CT HOME bcmAcofgg ‘
x —""

* Create our own mobile unit
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Thanks for your attention
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