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Link2Trials services

/Patient Feasibility / Patient insight assessment \ /Patient Recruitment & Pre-qualification

* Improved protocol and study feasibility
* Improved patient experience

* Faster and smoother recruitment

* Improved adherence potential

selection

* Cost reduction through optimized site and country

* Faster and more effective recruitment
* Faster study start-up

* Improved patient experience

* Lessens the burden on your sites

* High-quality patient referrals

~
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/Adherence Risk Management Services \

Dynamic, personalized patient support

Patient support at the right time and the right
level

Improved patient experience

Improved site support through up-to-date
intelligence on patient support needs

Digital support takes care of the bulk of patient
support

Prevention instead of firefighting /
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Recruitment barriers

Study/Site barriers

* Indication incidence low

* Patients not at the site

* Interdepartmental treatment

* Site staff commitment/ resources
*  Competing studies

Patient personal barriers
* Health risks/ side effects
* Travel and accessibility
* Travel to the hospital
*  Caregiver burden
* Concerns about the efficacy of the treatment
*  Study burden
* How long does the trial take
* How many visits are there, and how long will they take
* Are there study activities at home (ePRO, sample collection etc.)




Strategy shift

Modern strategy
Traditional strategy
Modern patient recruitment is an approach that
prioritizes patient needs over logistical considerations. It
proactively incorporates recruitment into the trial
planning process from its inception.

The emphasis on logistical arrangements sometimes
overshadows the centrality of patients in clinical trials.

* Planning for recruitment during the site qualification
and activation stage

* Recruiting from established clinics

* Responding to failed recruitment efforts with new sites
and one-off campaigns

* Proactive: Patient recruitment is meticulously planned
from the initial stages of trial design and remains a top
priority throughout the trial duration.

* Patient-centered: Patient needs and preferences are
paramount throughout the development process.
Patient insights are incorporated into all aspects of
solution creation.




Why focus on patient recruitment?

Costs associated with site startup

€55.000
and operational costs. !
€200.000 Total monthly costs associated with extending trial timeline
—950.000 2
due to a lower-than-planned accrual rate
84 0 84% of patients aren’t educated about trials by their
/0 . B
primary care provider3
) . . /1 Funakoshi J, Tate W. Strategies for Successful Site Selection in
52% of patients independently conduct their Clinical Trials. Advarra. Published October 4, 2022.
52 % 2. Ledesma P. How Much Does a Clinical Trial Cost? Sofpromed.

. . - - 3
research online for clinical trials Published Ianua T oNoan

5 3. Center for Information and Study on Clinical Research
Participation. 2019 Perceptions and Insights Study.; 2019.




Patient recruitment strategy

o Trial set-up

* Know your patients
* Make your trial patient centric
* DCT components
* Protocol assessments
* HVisits
e Clinical visits v.s. home
visits
* Econsent vs paper
* eProv.s.on site
e Patient diversity

Awareness and
Consideration

Write trial information that
patients can understand (patient
reviewed)

Make sure patients learn about
your trial (study website, mailing,
socials etc.)

Ensure access for under-
represented groups

Provide the patient access on
information about the top 5
barriers for the trial

Provide answers on the top 5
guestions patients have about the
study

o Decision

Facilitate contact betwe
patients and site teams
Provide clear study
information e.g. via
eConsent




Trial set-up

What do we want to know?

Are patients knowledgeable about their diagnosis (NASH, PCOS)

Are patients in this indication engaged in researching CTs (Diabetes, Asthma)

What is the standard of care

Will this patient population be motivated to try your new therapy

* |Is your treatment/therapy more or less convenient than the standard of care
(BV v.s. VC study)

* Where do these patients present themselves, and is that your study site?
* What will the patients find burdensome about your trial

* What are the top 5 questions patients will ask about your trial




Trial set-up

What do we want to know?

* Are patients knowledgeable about their diagnosis (NASH, PCOS)

* Are patients in this indication engaged in researching CTs (Diabetes, Asthma)
* Whatis the standard of care

¢ Will this patient population be motivated to try your new therapy

e Isyour treatment/therapy more or less convenient than the standard of care
(BV study)

* Where do these patients present themselves, and is that your study site?
¢ What will the patients find burdensome about your trial

¢ What are the top 5 questions patients will ask about your trial

How to find this information?

* Online research
* Social listening
* Discussions with HCPs also RNs/RCs
* Discussions with Patient associations
* Patient feasibility studies/ patient insight
assessments
* Patient questionnaires
* Interviews
* Focus groups




Aletta feasibility case study

} 96% of respondents showed interest \
96 % in participating in the trial. '

Objectives and Scope

Feasibility Objective:
Refinement of the study protocol and 75% believed women with Female Sexual Interest & Aro

[ [ 75 % : .
f:;;i?;grza;igf::::’rcterr‘ﬁ:cl‘irpzt;?vyés Disorder (FSIAD) would welcome treatment opportuniti

ot

:\(;(a)lr:;tion of inclusion criteria, study ’ 45% of participants were motivated by the

setup, participation willingness, and 45 % prospect of receiving professional support and

comprehensibility of study documents. the additional checks and examinations.

Data Collection:

Online questionnaire and in-depth

interviews to gather patient insights. 67 % 67% of participants preferred remote visits

Participant Demographics:

139 questionnaires from NL and DE

14 in-depth interviews 75% showing substantial interest in trying potential
75 9, treatments for low sexual desire, 71% wanted to

contribute to research for better FSIAD therapies




Aletta feasibility case study

Landing page recommendations

Enhanced Medication Information: Augment the medication tab with detailed, comprehensive information on safety and expected outcomes.
Clear Exclusion Criteria: Integrate a distinct section outlining the main exclusion criteria for quick eligibility assessment.
Screening Period Clarity: Clarify this section by removing the 8-week reference or providing a detailed explanation to avoid confusion.

Visit Scheduling Flexibility: Highlight the collaborative approach in scheduling visits on the landing page, emphasizing flexibility to accommodate participant schedules.

ICF recommendations

Simplifying Patient Information: Revise to simplify complex language and introduce visual aids or summaries for better understanding.
Mammography Procedure Explanation: Provide detailed information about the method, rationale, benefits, and safety measures related to mammography in the study.
Post-Study Guidance: Clearly outline post-study options, including discussions with the clinical team about future steps. q

Emotional and Psychological Support: Include information on the availability of such support within the study and how the study team can assist in these areas.
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Traditional strategies

e Patient education
* S| patient screening
* Interdepartmental screening

Additonal recruitment strategies

* C(CTcue

* Referral sites

* GP/pharmacy referrals
* Patient associations

* Registry sites

* Online/Social media




Overview of different (online) tools

Registries:

e Curewiki

* FindMeCure

e Kanker.nl

* Patientenverenigingen

Recruitment strategy:

e Clariness

e Trials24

e Link2Trials

e Trialbee

* AntidoteTechnology

Other:

 MediPaCe (patient engagement)
 MyTomorrows (early access programs)
* Everyone.org (pre-registration access)
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A Patient’s perspective
o Online advertisements o Study landing page OOnIin_e pre—;election o I\/Iedicgl phone
questionnaire screening \




Link2Trials
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A Patient’s perspective
o Online advertisements o Study landing page OOnIin_e pre—;election o I\/Iedicgl phone
questionnaire screening \
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Q Trial location

What is a clinical study?

e Aclinical studt |

How can bacteria get into a spinal disc?
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A Patient’s perspective
o Online advertisements o Study landing page OOnIin_e pre—;election o I\/Iedicgl phone
questionnaire screening \




Case study online recruitment

688 subjects completed
online questionnaire
Bayer Netherlands
Postmenopausal women moderate to severe hot flashes
Treatment with non-hormonal medication

508 subjects called by
medical call team

4 sites in NL

L2T to recruit 14-18 subjects [

Recruitment timelines 10 months 188 referred to the 4 sites

In the first 5 months of recruitment the sites were able to enroll 3 patients

Major hurdles:
Patients did not come to trial sites on regular basis

15 enrolled in the study
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Thank you
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