RESAR Update
Contracts and IT Centralization

SEMIANNUAL MEETING SSO MARCH 9 2022
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Complexity Score
Actual Recruitment
(27 centers)
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(+210 from March 2022)

As of Sept 15t 2022

51 (+6 since Nov 2021)

Centers enrolling

2951 patients



CJIETN
aueqslg
|E9J3UOIA |[1DIN
9JO||9A
O|ejing

MO SO
BIDJNIA
98Nn0Yy uoleg
o|nhed oes
eAoped
PWOY
lequinin
euo|adieg
wiayuuep
UB|IIA O3l
aJowlyjeg
AsupAg
eueljqnfy
edwe|
gullieg
AINY-|91
oAyo)
03831q ues
|00dUBAI
snquin|o)
3||1IAu0Sy e[
xneapJiog
O|olpue)
emenQ
uolsog
elue|y
usplo
ouezzoy
|eSJ1UOIN
wepJaiswy
BUOJDA
|N03S
Yalunin
3UJNOQ|BN
0lU0J0 |
weysulwJaig
MESJIeAN
slied
uopuo7
UBIIAl LNI

B New patients since March 2022

ENROLLED PATIENTS

51%




ENROLLED PATIENTS

51 Active Sites

EUROPE and UK

#1923 ,

(+16%) {’ ‘

LN

-~ 230

N .‘

| (+8%)

6 centers

n v

21 centers

ASIA and

.*"‘/'/ AUSTRALIA
10
13 centers (11))
NORTH AMERICA #152
+ 0)
4 centers H10 3 centers ( SA))
decll.ngd fr.om (+60%)
participation 1 center \'

s

SOUTH AMERICA



CONTRACTS



Framework Agreement

“RESAR Vocabulary”

AKA

DTA

Description

Data transfer Agreement between INT
and RESAR sites

Note

Legal backbone for TARPSWG studies.
Presently 12 Institutions are partners

Emended Framework Agreement

Will include centralization of data in the
online Platform

Presently under consideration of 12
partners, then will be open to other
centers

Project

A single analysis run within RESAR
(usually a subgroup analysis)

Example: Complexity Score, BISARC, etc.

Five Studies

5 studies

BISARC, Pattern of Care, Benchmarks,
Response to Neoadjuvant, ResAntiPath

Regulated out of centralization process;
already ongoing; closed to opt in

Accession Form

Appendix 1

To be signed by other sites to join the
Emended Framework Agreement

Appendix 2

Data Usage Form to regulate single
studies within the Framework
Agreement

For every single study a new DUF need
to be signed

RESAR Platform

Online data entry website for
centralization of RESAR

Presently tested for acquisition of
retrospective data; will be used as
prospective eCRF




ONGOING CONTRACTS Activities

5-studies: BISARC, Pattern of Care, Response to Neoadjuvant, ResAntiPath, Benchmarks

PRESENTLY ONGOING

PRESENTLY ONGOING 3 sites signed

3 sites pending
1294 pts, 22 centers

Dataset will be sent to

Mark Fairweather 5-studies DUF 7
PAtRERFSILES

for analysis next week

SEAIMEWOIKSAGREEMENTE
EMEREameEnt
(CENLIAliZatIon)

Complexity Score
Study

EMENDAMENT DRAFT CIRCULATED TO
12 PARTNER SITES

Waiting for comments from:
Toronto, Birmingham, Boston, IEQO,

Baltimora, John Hopkins, Roswell Park, Fox Chase
Cancer Center

Deadline Monday Nov 28th for comments by Legal Offices

Deadline Dec 15th for signatures

PLANNED BETWEEN JAN - MAR 2023

Sites will centralize 5-
studies data as as soon as
they will sign DUF

No modification to contracts
will be possible

5-studies PILIZ for rlo) ) CRaSSSEE Rt Framework
Srtner Site Agreement for Sites not
= - involved in 5-studies

Accession Document to Emended
Framework Agreemet + DUF

PLANNED BETWEEN APR - JUL 2023

Sites will centralize existing
data as soon as Framework
Agreement is sign through
Accession Form

No modification to contracts
will be possible




Status of Contract/Centralization of 44 Active Sites
' Mo suepending
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for more Daniela.Salvatore@istitutotumori.mi.it

Alert Legend: |OK-ready | |Delay not related to Site | | Delay related to Site

Framenwork

College

e s Activation - e s Framenwork o
Institution Status A;::;"n‘:‘:::r:.l Air;ifint Ce"tf:sztatm" DUF 5-studies ' contact Institution Activation Status A:::;":xzr:.l AgPr;ir:Sint Ce"t'?;;ztatm" DUF 5-studies Pl contact
INT Milano Recruiting / _ UC San Diego San Diego Recruiting
RMH London Recruiting National Cancer Center .
- - : - . Tokyo Recruiting
Institut Curie Paris Recruiting Hospital
Maria Sklodowska- Tel-Aviv Sourask Tel-Aviv Recruitin
] Warsaw Recruiting . - - y . 2 _
Curie Peking University Beijing Recruiting
QEH Birmingham | Recruiting / _ Moffitt Tampa Recruiting
Mount Sinai Institute of Oncolo
) / Toronto Recruiting / e ae gy Ljubljana Recruiting
Princess Margaret Ljubljana
Peter Mac Melbourne | Recruiting / Royal Prince Alfred .
. — ] Sydney Recruiting
LMU Munich Recruiting Hospital
Samsung Medical Johns Hopkins ,
& Seoul Recruiting . p Baltimore Recruiting Y
Center University
Ospedale Borgo i it
P o g Verona Recruiting IEO Milano Recruiting ¢
Uni om.a ; MUMC Mannheim Recruiting
rl:lllverSItylo Montreal Recruiting Hospital Sant Pau Barcelona Recruiting
ontrea Tata Memorial Mumbai Recruiting
NKI Amsterdam | Recruiting - - .
H - - — Campus Biomedico Roma Recruiting
UITJT\;:gaS Loz.zlano Recru!t!ng IOV Padova Recruiting
cleen ecru!t!ng _ A.C. Camargo Cancer "
Emory Atlanta Recruiting Sao Paulo Recruiting
BWH/D — Center
T O/ FCl Boston Recruiting : _ Mary Bird Perkins Baton Rouge Recruiting
He t?avlva Ottawa Recruiting , Virgen de la Arrixaca Murcia Recruiting
-osplta N.N. Blokhin Moskow Recruiting
Candiolo Cancer Candiolo Recruitin Il Park ffal iti
Institute g Roswell Par Buffalo Recruiting ¢
Institut Bergonié Bordeaux Recruiting McGill University Montreal Recruiting
ini i it Princess Alexandra
Mayo Clinic Jacksonville | Recruiting . Brisbane Recruiting
Oosu Columbus Recruiting / Hospital
Liverpool University, Liverpool Recruiting d Christian Medical Vellore Recruiting




11 Sites being activated

For more

info:

Alert Legend:

OK - ready

Delay not related to Site

Delay related to Site

Institution

Activation Status

Approved, ready to

Framework
Agreement n.1

Framenwork
Agreement
Process

IPO Porto _
recruilt

i i H A d; d t

Saitama Medical Center Saitama pproved, ready to
recruit

e I A d, ready t

Sylvester - Univ Miami Miami pproved, ready to
recruilt

Patel Hospital Karachi Approved, rgady to
recruit

Instituto de Oncologia Angel
Roffo

Buenos Aires

Approved, ready to
recruit

Instituto Nacional de

Approved, ready to

, Bogota .
Cancerologia & recruit
. . . . Submitted to IRB,
Tallaght Univesity Hospital Dublin sending for decision
Citta della Salute e della . Submitted to IRB,
. Turin _ .
Scienza pending for decision
. . . Submitted to IRB,
Royal Adelaide Hospital Adelaide uomitted to Tht
pending for decision
CRO Aviano Subrmtted to IBI?,
pending for decision
L3 L3 L3 L3 L3 i IRB,
Aretaieio University Hospital Athens Submitted to

pending for decision

Centralization
Test

Daniela.Salvatore@istitutotumori.mi.it

DUF 5-studies

Pl contact

6 Sites: Ready to recruit
5 Sites: Waiting for Local IRB Approval



31 Sites with Declaration of Interest (no further progress)

PLEASE FOR UPDATES: Marco.Fiore@istitutotumori.

m
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Ann Arbor, Mi

Auckland
Bern
Boston
Catania
Coimbra
Copenhagen
Duarte
Gent
Gottingen
Hong Kong
Houston
Kansans City
Kyiv
Leeds

Leuven

University of Michigan

Inselspital
Massachusetts General Hospital

Ospedale Garibaldi

Instituto Portugués de Oncologia
de Coimbra

Rigshospital

City of Hope National Medical
Center

Ghent University Hospital

University Medical Center
Gottingen
The Chinese University of Hong
Kong / Prince of Wales Hospital

MD Anderson Cancer Center

The University of Kansas Health
System

National Cancer Institute
St James's University Hospital

UZ Leuven

New Zealand
Switzerland
Massachusetts, USA
Italy
Portugal
Denmark
California, USA
Belgium
Germany
Hong Kong
Texas, USA
USA
Ukraine
United Kingdom

The Netherlands

Maastricht

Madrid

Mexico City

Mexico City

Milwaukee

Muscat

Napoli
New Delhi
New Haven

Philadelphia
Portland, OR
Santiago
Sydney
Taipei

Tel-Aviv

MUMC Maastricht University
Medical Center

Hospital Gregorio Maranon

Instituto Nacional de Ciencias
Médicas y Nutricion Salvador
Zubiran
Instituto National de
Cancerologia

Aurora St. Luke's Medical Center

Sultan Qaboos Comprehensive
Cancer Care and Research Al
Khoud
Istituto Nazionale Tumori di
Napoli - Fondazione Pascale
All India Institute of Medical
Science AlIMS

Yale New Haven Hospital

Fox Chase Cancer Center

Oregon Health and Science
University
Instituto Oncoldgico Fundacion
Arturo Lopez Pérez (FALP)

Westmead Hospital

National Taiwan University
Hospital

Sheba Medical Centre

The Netherlands

Spain

Mexico

Mexico

Wisconsin, USA

Oman

Italy
India
USA
Pennsylvania, USA
USA
Chile
New South Wales, Australia
Taiwan

Israel



IT CENTRALIZATION



CENTRALIZATION OF RESAR

ONLINE RESAR PLATFORM ExXTRA

5-studies DlJF for
parerier sltas

PRESENTLY ONGOING
BBS is contacting recruiting
sites :
26 sites still need to get in HiaMEWORKSAGCKEEMENE B-studies P)LIF fo)r nlo)n) Accession to Framework
=Emendament e i '
contact Ernendament eI tETISItEcRETanaEgyy /\9reement for Sites not
(CERtallization) | involved in 5-studies
I MEWOIKSAGREEMENT

Test for data Centralization of 12 Centralization of 39

centralization partner sites non-partner sites

PLANNED BETWEEN JAN - MAR 2023 PLANNED BETWEEN APR - JUL 2023
Sites will centralize exiting Sites will centralize exiting
data as soon as the data as soon as they join the
Emendated Framework Emendated Framework

Agreement will be signed Agreement




& > (O & devintbbsitalia.com:20443/home

we \WeTransfer E Dashboard « Transa... @ RESAR Platform & CastorEDC & Il mio Drive - Googl... & Googlegroups Fascicolo Sanitaf RESAR PI—ATFORM — ”EXTRA”
K2 CENTRALIZED DATABASE

| ogout
RESAR
PLATFORM
OPERATION ~ Dashboard
View patients
Import data
Researchers
View patients New patient Import data
The list of your patients Fill the fields to insert the profile Import patients from CSV/Excel
Researchers Rules Sites
This is the list of the rules for validation The list of your sites
Users Fields Studies
This is the list of the users This is the list of the form fields
Go to page
Quality Check Summary

Go to page




OPERATION ~

View patients
New patient
Import data

Researchers

ADMIN TOOLS ~

Rules
Hospitals
Users

Fields

Studies
Quality Check

Summary

Insert patient

DEMOGRAPHICS

Original
PatientID
Insert orginal

patientid to
anonymize

Hospital

Enter the age or calculate it by entering birth Date and date of first biopsy or first surgery Birth Date

Date of first biopsy or surgery

gg/mm/aaaa

Consent to participate

Yes/No/NA
O Yes O No O Not Applicable

ECOG performance status at time of consent

00 O1 02 O3 O4

Race
White / Black / Asian / Latino / Other

O White O Black O Asian O Latino O Other

gg/mm/aaaa

Country of origin

Age

Please insert time at date of diagnosis or surgery

Date consented to participate

DD/MM/YYYY

gg/mm/aaaa

Back to Patient List



RESAR Studies



Ongomg RESAR projects: «the 5 studies»

BISARC

S. Dumitra
A. Gronchi

Study time-frame

Jan 2017 —Jan 2020

Participating Centers

21

Statistician

TBD

Patterns of
Care

H. Show
D. Gyorki

Jan 2017 —Jul 2022

Sophia Xie
(Melbourne)

Response to
Neoadjuvant

W. Van
Houdt
A. Gronchi
S. Reijers

Jan 2017 — Oct 2020

ResAntiPath

M. Fiore
A. Gronchi
D. Strauss

Jan 2017 —Jan 2020

R. Miceli (Milan)

Benchmarks

A. Gronchi

R1906 F Tirotta
M. Fiore

Jan 2017 — Dec 2021




5-STUDIES DATA FLOW

5-studies: BISARC, Pattern of Care, Response to Neoadjuvant, ResAntiPath, Benchmarks

PRESENTLY ONGOING

3 sites signed

3 sites pending
PLANNED BETWEEN JAN - MAR 2023

Sites will centralize 5-studies

5-studies 1)\ JF fo g?jla: as as soon as they will sign
part JEIFSILES No modification to contracts will
be possible
=N ey e -1 Y ’_.
Complexity Score Frameyory Agrgegnenz 5-studies )\ F for rlorn
Study Errlgriclairniernt Dalrtrier Sltes

(caritralizatiorn )

Accession Document to
Emendated Framework Agreemet
+ DUF

R-1905
R-2005
R-2007
R-2006
R-1906



HOW Centralized RESAR WILL WORK

A PROSPECTIVE OBSERVATIONAL CONTROLLED STUDY

Action
Data Quality Check:
minimum mandatory New rEtrOSpeCtive Sp_eCIﬂC Data
d d Quality Check on
. study approve :
dataset for each patient dataset of interest

Randomization
possible on the
>Flufelgsn

Upload of Prospective data New prospective

exiting data )
trom all centers collection by eCRF study approved

Action

Regular monthly
Update from Excel - Each center will be

Filemaker local files .
offered to opt in for

participation in the study

Action

Local PIs will be able to check and
download their own patients in

Excel



FOR NEW CENTERS: HOW TO JOIN RESAR

OPEN TO ANY TARPSWG CENTER

DECLARATION OF INTEREST FOR DATA TRANSFER AGREEMENT

Contact
marco.fiore@istitutotumori.mi.it
daniela.salvatore@istitutotumori.mi.it

Please contact:
marco.fiore@istitutotumori.mi.it

tarpswg@gmail.com

DOCUMENTS: STUDY LOCAL IRB JOIN EMENDED CENTER

PROTOCOL, DATASET APPROVAL FRAMEWORK AGREEMENT ACTIVATION

FIND MATERIALS AND DOWNLOAD HERE:
LOGIN FOR EXTRA
tarpswg.org/resar-study-documentation PLATFORM FOR ONLINE
DATA ENTRY WILL BE
RELEASED


mailto:marco.fiore@istitutotumori.mi.it
mailto:marco.fiore@istitutotumori.mi.it
mailto:Daniela.salvatore@istitutotumori.mi.it
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