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Syneos Health - Focused on enhancing the clinical trial experience for:
3DDT7TA—FITLEHEBRMLTH—EX R

Clinical Trial Mobile Research Nursing

Sites Bringing the clinical trial to the participant
Participants & Patient Concierge Services
Careglvers Transportation for participants to trial sites

or reimbursement for travel expenses

Site Support*

Deploying solutions to augment site needs

and resources to deliver the clinical trial
Syneos}) *Syneos Health’s mobile research nursing and site support services, powered by lllingworth Research Group
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What are Decentralized Clinical Trials?
DCTFiEIIHybridE NSRRI B AR TIILYERNLE-OERICES

Data entered via an Combination of Fully automated data
intermediary automated data capture with capture

some human intervention How Data
Is

Where Captured

Data is

Captured
Combination of Subject

Subject Visits At a brick- Visits at site All Visits Remote / Direct-to-
and-mortar site and remotely Patient

Traditional Trial Hybrid Decentralized Fully Decentralized
Site based model with limited data replacing some on-site visits with virtual ~ réplacing all on-site visits with virtual visits
capture outside of scheduled clinic visits visits (telemedicine, engagement systems) (digital recruitment, el _|m|nate tradlt_lonal site
May use of digital tools for data capture (Location-flexible) data capture); collection of data without an
intermediary
. DCT Components Hybrid DCT Fully DCT



Why is patient recruitment and retention so challenging?
BEUIIL—hEUTULIVDRBEERR-BROFEZEARE. FHDOTR— L EE.

DEMNREZEZERT S

‘ ’ >70% of all clinical trial

participants live more than two

Time
Constraints

hours away from the clinical .
Scheduling

Conflicts

Personal
research sites... and people Family

. Matters
don’t travel >30 miles to go

to a clinical trial.

Participant
Experience

Feeling Missed

Underappreciated

Financial

Constraints To Travel

Inconvenience of

' Site Location
L
Syneos. ,
Health * the data from the SYH/IRG company's internal system

Appointments

Physically Unable

38% of those who dropped
out of a study said they did
so because site visits were
stressful.

The option of off-site visits
with a mobile research nurse
can help to alleviate that
stress by minimizing

disruption of normal, daily
routines. | \
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Impact to Clinical Trial Outcomes

FREREBRORITORE : BEI O O—ILAY MNEBE, BiER

=

~30% of patientsdrop

out of clinical trials, resulting
in heavy financial costs.

Today, patient recruitment

accounts for 32% of

costs making it the largest
cost driver of clinical trials.

Syneos})

CORE IMPACTS

Lower retention

Slower recruitment

Increased costs

Decreased adherence

Leads to...

Compromised data

Barriers to diversity goals

Health * the data from the SYH/IRG company's internal system

Negative sponsor reputation

NSO% of delays in

clinical trial timelines are
due to patient
recruitment and
retention.

>50% of trials fail to

meet their patient
recruitment timeline.

© 2024 All rights reserved | For Syneos Health® use only. Confidential authorized use only. 15
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IRG SITE ADOPTION — CASE STUDY

AS OF 27NOV24

JAPAN
I I Off site visit schedule : 16 visits in total out of 27 visits in total R EE O
(Week3, 5,6, 7,9, 10, 11, 13, 14,15, 17, 18, 19, 21, 22, 23) '
[ 2=
Study Visit 0 1 2 3 4 5 6 7 8 9
0 1 2 4 8 12 16 20 24/ET 28
Stu 1 8 15 29 57 85 113 141 169 197
 AREMEL E T = 7 [T XN I e
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16
27Nov24
Sites activated on 18 Acceptant rate: 72% Enrollment rate: 62.5%
study*
Sites adopting IRG 13
Mobile RN*
Total Randomized 8
Patients*
Patients adopting IRG 5
Mobile RN*
. B# of total enrollment
SUbjec.t Curl‘ently 2 B# of total site  @# of adopt site B# of adopting mRN service patient
screening
Target patient number G * FPFV of off site: 16-Aug-2024 (at Week3)
in Japan + Current off site visit status: Week 17 completed

Syneos.
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Active Visit Worksheets
N\

_ So u rceG O® Patient: 305 LS h
— & — — ® Submittec . . -I
Ta/ D :)_o);ﬁm "J:éy_xi:_g_ E%ﬂ Project: WT123 V2 Week 6 Visit Details
@ site: 1002 L Visit Date

Our healthcare professionals perform seamless and direct source data
capture in the home.

Patient: 306 [ over ]
® Submitts

Adverse Events and
Project: WT123 V2 Week 6

. . . .. Concomitant
Allows for immediate QC of data by the project team, faster provision of actual = Medications

source. View Detas

Have you experienced any change in your
health or in your general condition since your

last visit?
Patient: 401 [ completed |
® Submittec Yes
. . . . No
PDF generation of source data output directly supplied to sites. ProjectFCTO0T  Viah 2, Wesk 4 Android
@ Site: 600
jl=nipetalls Hac tha cithiart talkan anv naw madiratian
Purpose built application designed for mobile devices. © °
SourceGe Bvistworksheets Kk Projects @ Sites @ Templates  22Admin B & Settings v
Visit Worksheets ruicontentrest Search Q Fiter
0Ny . wo s oa ,
Syneos.
Health © 2024 All rights reserved | For Syneos Health® use only. Confidential authorized use only. 18
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Convenient Participant-led  Flexible Participant &  Economical Cost Cost
Site-centric Avoidance tracking

s

w0

My Visits

Unique platform offering:

= Available on Android and iOS devices and listed in all major app stores
No application build necessary

Easy trial customization by in-house team

Web version for those without smartphones

Operation in 43 languages to remove communication barriers (4 additional
languages expected in 2024)

» Supported by PatientGO® logistics specialists

Ability to integrate with Research Nursing offsite visits

24/7 offline support

visit3 Empowering patients and caregivers:

* Request travel

+ View itinerary details and requirements

* Submit expense reimbursement claims

* Track expense reimbursements

= View previous and future visits, travel requests and expenses
Engage with their dedicated Concierge Coordinators

Provide feedback on their experience

CHEIS £V B S TATh R WY
B

“A patient travel, expense reimbursement, and accommodation booking service which goes hand-in-hand with the longest-
established international home health capability, facilitated by research nurses and supported by innovated technology!”

Syneos})

Health © 2024 All rights reserved | For Syneos Health® use only. Confidential authorized use only. 19



— FEH

DCT(H A EEREAEBR) DA v k
SERIEEERRER (DCT) DAYy FEBIKITHT=3

SmEOFEHDM L -

- BEIEECHBHESTHERICSMTE S0, HBEANDEREZ
AN

SMEOEHHDILEK :

o HIBAMEHIHNADELCEDH, &Y EBHEANLHIRERICSIATRE

T—RUNEDTUEE

e DITITTITNARPENAIWLT T HFFERTHET, YT
A LTEYIEHEGT—32 ZINERTRE

HEDBELL -

s FUSAUEBEBFEICKY., AEBROEEIDX kERFREAHIRE

BEORELHELEBREEDMEL -

- BETOSMMNAIREL =, BEOEFDEMNRLEL., BEADH
RENEES

DCTIXEERRBRD 7V L EY T+ LPEREZED., EROERICHBL
LEF!

© 2024 All rights reserved | For Syneos Health® use only. Confidential authorized use only. 20




Patient CentricitylZ&H (75
Real World Evidence®
ARSI




Patient Centricity

BRRAGERAT—IRILE— (BREEE. ERZWNETE, F=. ERREESE. BFH
is) DERAREITARRICEVWTEEDEREZRDTILS

Patient-reported outcomes (PRO)I&. EERRERICEWVWTEFTEIEEZLI VY FRA Y
MZ%YDD#H%, PROIJAENDEEBREZI SRICEEZELGHFEHRZTIRELTLD

20144 . British Medical Journalld “Partnering With Patients ” #3ir 6 £ . BEGERRERD
HIEMIZIX, BEEEZEE. BFE. YAMITA483—, S¥—FIL~DERBELTS
LT, BEDHRREEOHLLETEKRLS:

SHIZ, EEMDEZICEATIREIZ. EEREATOEEROMEICETEFIIKET
BEDITHELDTETLVS, TN, REFIITIET X E LTPROZRHTEY.
F-. BEREIFOTEHE - TEMNFEZE2EH. EEBEMEEE (HTA) ICEFEFESSHE
T3

L
Syneos.
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a = 4 'U'{ 7 — B '}'é%%% Area of established patient involvement
% AR 7 7 )L ‘h ( E Area of recent patient involvement

EESHORIEE Iﬁ%(:ﬁtjé%%é}j@ Opportunity for greater patient involvement
Preclinical Registration
el et Phase | Phase IIA Phase 1IB Phase llI zel g
T T PROmassure vlidaion and implementation |
Disease understanding Patient feedback on PRO messages/ labels

Exit interviews
FoTP" seminars
Epidemiology observational studies and patient registries

Plain Language Summaries

End-of —trial Patient in med.

Protocol input
questionnaire  Vision workshops P

Patient feedback on PRO messages/labels
Greater disease area understanding, especially earlier in discovery and development

Informed consent

Inform patient recruitment & patient engagement plans

‘) Source: Danie du,et. al. Ther Innov Regul Sci. 2017 Jul;51(4):460-467
Syneos@ *FoTP: Focus on The Patient.
Health © 2024 All rights reserved | For Syneos Health® use only. Confidential authorized use only. 23
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Patient Reported Outcomes
BEDILEN DS, AERDORRT 4y YR EFHETZC LIE. AROBEERASHCTS-HICE

ETHD

EERERICIK, BEICE-TERLGEERBERFRBETHIEENH S
e LML, BFERIEDEDLGBEHRZEKROTLNSDTLLOYIMN?

« BEMARYF-LDIE, BEEZRITHET
> ERCEMEROE CRNFEINSEMN?
> EDELSIZRELBZOMN?
> EDESIBIENTEBZKSIZHLZDOM?

BEDOILBIOBBRORR T4y FEVRIZFHAET S EE, BROMEZFEZRYICTS

L
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o SR BTl At T LB R EE B b2l
S A Ea—DEE \ 4
? Targeted Literature Review
Step3MIERICEDE (Option1) PROREZ#H1-IZF%. ——_ ST
(4] 712 (Option2) BEDOPROICHEGS . BEDEREM ERBRISETRY2 >4 T it
ETESPROREEZDEDIHEIZHAAD VvV
PROBAS OR PROE
(Option 1) v (Option 2)
% - |- PROMEISE(Stepd, Option1). = #- (2 BEZPROMENS —? S
e (Step4, Option2)M5ET #. Psychometric Validation% 1 Psychometric Validation

«
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BERFICED(BRRE

BEPLDERNETIZON, EEEFICEICERRENEREINDLSIZHE-TWLD

Identify unmet needs

This Task Force is also motivated by increased interest in patient
preferences by a wide variety of decision makers and by recent
studies that have highlighted the value of well-conducted patient- e .
preference studies in decision-making processes. Decision_makers ({g Effect sizes
are_interested in_patient preferences to guide selection of end- @ E
points®® and effect sizes.”” identify unmet needs."**” inform
benefit-risk_assessments,">' assess_economic value,”* " explore L AN

the multiple trade-offs patients would be willing to make when

Inform benefit-risk

choosing among treatment alternatives, understand heterogeneity I_"t_ereSt of assessment

of preferences and its implications for decisions,”” *° inform clinical, Decision makers

guidelines,”’ and support shared decision making.”’° Within a =

specific context, there may be multiple decision makers or multiple a— Economic value
layers of decision makers who may need or want to review and/or =

approve the use of a preference study.

@@=+ . .
=] Selection of endpoints
==
‘) Source: John F.P. Bridges,et. al. VALUE HEALTH. 2023; 26(2):153-162
Syneos.
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Syneos.
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BARIZEIT5HFEENSEEDNE (PsO) BHEZHRIC, BREERICEITIRIEOEXE
EEMZTERILT H-OICHBBRRERZRNE

ﬁﬁ%m ;% - WHAT WE DID - ::i;b(:‘ew:.am* or greater Trsament Au-um Treement Bu-c«m

improvement in the extent or o sur | NE & oo
= . - e | )P, | (WP
u :I”/‘t’j I**Hiﬂj/m%TjU—74 )9 . I:P%Eb\bi of darting treatment = =

g; % RED S ERED RORSBEIE LD S Sa—€2MMMTR | SRR (g | Df g

Starting tretment.
Percentage of patients who

> Part1 (2>t 7 Mat): REOEREROBRICE | [l © 7Y ek
RGEGRERMEZHS e T o -
body).
>>%nu;ﬂm77U—74/7)mmwﬁﬁfﬁ Gl . e
EI I:I.}l-s Sia E’]ﬁté Ii 145X+ 0)*)75\ Y J@T -c‘t ot e i - -
mmmeelative importance of attributes
BEESLEHOEEMRVENE~OEEDY | [ P

i M ——— I
Monthly out-
expenses (rt

fee)

- EEGRIRER(DCE) S EN b BREOERE22EE | e oo I
HMRIZ, LEEOHEHBRICEDOTHERL-ERK (2 AP—— -
*R y ;E) é%ﬁﬁo 7 >I7-_ l‘o)ﬁ%s ga)ct 5 fd:EH’: Short-term efficacy (PASI-75) - 6%
NhEENEENHBEEDARBIFICEESE5Z S
NEHIEI,

Side effect (severe infections) . 2%
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