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RESEARCH ALLIANCE | MEETING

Dr. Amir Kalali, MD - DTRA, Moderator
Kenichi Nakamura - National Cancer Center Hospital
Kento Asano - Osaka University Hospital
Kouta Funakoshi - Kyushu University Hospital
Shinya Yamamoto, PhD - Osaka University
Takateru Inokawa - Buzzreach

Kiyoshi Aoyagi - Buzzreach
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InS|ghts “ihfo. CT §6lutions

(Speaker : Tufts Center for the-Study of Drug Developrpent)

Trial Complexity

(Speaker : Medidata)

How to DCTs Access

(Speaker : UCB ,PCM Trials ,IQVIA , Medable ,EMA /
NCI , Roche, FDA)
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Site Experience Top Priority

for Senior Leaders
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InS|ghts into DCT Solutions

(Speaker : Tufts Center for the Study of Drug Development)

Trial Complexity

(Speaker : Medidata)

How to DCTs Access

(Speaker : UCB ,PCM Trials ,IQVIA , Medable ,EMA /
NCI , Roche, FDA)
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DCTYY1—33>(F11F&5EHD. Electronic Outcome Assessmentsh'est—i%HY . RICGGHREEEI THERIN.
—EB(IUI)— I\X/I\’(‘DH,%'\HR S(CFA. UDU. B—ERA TEID 7 )T/ ET(TERINALFFFH Chd.

-__

Site or Portals 1.2(0.54)
MRUs 4 1.0(0.0)
Telehealth or Video 26 1.2(0.47)
Wearables or Sensors 10 1.0(0.0)
Electronic Outcome Assessments 50 1.0(0.27)
Apps for Reminders 27 1.2(0.41)
Apps for Reminders 28 1.2(0.41)
Home Visits 33 1.1(0.62)
Mobile or Pop-Up Locations 1 3.0(0.78)
Retail Locations 2 2.0(0.0)
Local Labs or Facilities 18 1.1(0.42)
X EDFBENCDCTHEASNEDHIBIAREE R KBRXER

1-1
1-3
1-1
1-3
1-3
1-3
1-5
3-3
2-2
1-3

1
1
1
1
1
1
1
1
3
2
1

Tufts Center for the

SOUFCE o TUftS CSDD / PACT COhSOFtium 2024,n=69 A‘ Study of Drug Development
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No, 17%
Virtual Kick off Virtual Training
Meetings

Yes, 88%

No, 18%
No, 31%

Online Study Online Tech
Monitoring Support
Yes, 69% Services

Tufts Center for the
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DCTERBR(EENMEEZEN B TITANR—Z 3V R(HEVEDD. EAZERDTT TENEDEIS. BEEDEIS(E
RIOFY-DEEF.

_ PACT Data
n T8 n T8

Site Enrolling = 1 Participant 34 43.2(1.08) 73 72.9(1.01)
Percent of Sites Enrolling = 1 Participant+ 31 76.8(0.34) 141 83.7(0.20)
Number of Participants Screened 28 853.3(1.98) 67 837.9(2.44)
Number of Participants Enrolled 32 580.7(2.43) 74 411.7(1.85)
Screen Fail Percent 27 32.3(0.82) 35.9(0.52)
Number of Participants Completed 10 64.1(0.91) 63 308.1(1.60)
Percent of Participants Completed 10 74.1(0.44) 63 72.8(0.39)
Number of Dropouts 9 24.6(1.44) 67 141.7(2.62)

Percent of Dropouts 9 24.1(1.20) 66 24.3(1.07)

XBenchmark is drawn from the 2022 Tufts CSDD Protocol Amendments Study — Phase I and Phase II only, indicated no DCT solution use
+Benchmark is drawn from 2020 Tufts CSDD Protocol Complexity Study — Phase I and Phase II only

XPACT:DCTEZE0ERA. B, N\TA—X>AICRET2E0S TGFElRT — 42 IRE I B0V -7 A
Source : Tufts CSDD / PACT Consortium 2024;n=69

CS r‘ Tufts Center for the
A'll] Study of Drug Development
TUFTS UNIVERSITY
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] PACT Data
(Days) n Ei948E n 194
Protocol Approval to FPFV 54 235.6(0.63) 68 202.0(0.86)

FPFV to LPFV 29 605.5(0.67) 69 454.9(0.71)
LPFV to LPLV 8 259.0(0.84) 59 376.2(0.88)
LPLV to DBL 7 47.7(0.81) 58 25.5(7.67)

DBL to CSR 6 152.2(0.39) 62 183.0(0.56)
Protocol Approval to DBL 7 1,115.0(37.5) 67 1,015.6(0.45)

X Benchmark is drawn from the 2022 Tufts CSDD Protocol Amendments Study — Phase I and Phase II only, indicated no DCT solution use

FPFV : First Patient First Visit
LPFV : Last Patient First Visit
LPLV : Last Patient Last Visit
DBL : Database Lock

CSR : Clinical Study Report

Source : Tufts CSDD / PACT Consortium 2024;n=69 L s b L -
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Total Budget $48,627,341  $26,678,907 cr78 ZZ'Z Soc

T— -y ———y———

Budget per Participant 33 $324,992 $243,836 $5,380-%$1,503,341
Budget for DCT Solutions 32 $4,274,370 $2,230,613 $50,000-$28,823,754

DCT Budget per Participant 31 $34,947 $15,354 $330-$285,625
gt 1O L AN RERIOTY BOTY 7 $2,899,041 $685,089  $109,000-$11,560,949
Number of Technology Vendors 41 2.8 2 0-12

Budget per Vendor 31 $1,723,973 $1,061,317 $50,000-$11,823,746

Source : Tufts CSDD / PACT Consortium 2024;n=69 Tufts Center for the

Ar Study fDu;,D lp nt
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InS|ghts ihto BCT S6lutions

(Speaker : Tufts Center for the-Study of Drug Developrpent)

Trial Complexity

(Speaker : Medidata)

How to DCTs Access

(Speaker : UCB ,PCM Trials ,IQVIA , Medable ,EMA /
NCI , Roche, FDA)
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Trial Complexity Continues to Increase (&2 buzzreach

TORILOEHAECED, UREET 23 HEIEE PABELNENIL . EEEEN IR, BERGRHDITZHT
INEE T 57 —5FHIIE R (3205 E THI600%(CHIBINL THD. HEREMN I 4 REF IR ILELOTVS.

2001-05 2011-15 2016-20 20fFED2FN R LR
FEFMIFA x
BHECKROENSFHRd X
BEIREAEDEMB{E X 31 30 30
BRI RE D SRR X 6 9 15
INEESN ZHEIEE X 494,236 929,203 3,453,133

Source : Tufts Center for the Study of Drug Development.
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~85% mEriROS5. +HRBOEEFHITTIRN

30% >66%

HREHIRICHIS HEERD5. BT LA GIRE
AR TERNOREIS!

1 Clinical trial features influencing recruitment journal of clinical and Translational Science
https://www.cambridge.org/core/journals/journal-of-clinical-and-translational-science/article/uncovering-key-clinical-trial-features-influencing-recruitment/78 10C45BFE96AB3D50 1406 FFC1D031F8
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(Speaker : Tufts Center for the-Study of Drug Developrpent)

Trial Complexity

(Speaker : Medidata)

How to DCTs Access

(Speaker : UCB ,PCM Trials ,IQVIA , Medable ,EMA /
NCI, Roche, FDA)
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Global Adoption of DCTs: What does Access look like? (&2 buzzreach
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How DCTs Enable Access: Lessons from the Field
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Kenichi Nakamura Kento Asano Kouta Funakoshi,MD Shinya Yamamoto, PhD
'\ MD PhD MBA Osaka University Hospital Kyushu University Hospital Osaka University Hospital
(oo bllzzreac“. National Cancer Center Hospital
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