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iRecruitCeliac Case Study: Leading the Way in Clinical Trial Recruitment

At the Celiac Disease Foundation, we pride ourselves on connecting patients with critical
clinical trials to advance celiac disease treatment. This case study series highlights the
success of iRecruitCeliac, our dedicated patient recruitment initiative, in utilizing our
innovative iQualifyCeliac platform to ensure efficient and transparent patient enroliment.

Through our strategic marketing, comprehensive screening processes, and
patient-centric approach, we have achieved unparalleled recruitment and retention
outcomes across multiple clinical trials.
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Case Study 1: Phase 1 Clinical Trial with 3-Day Gluten Challenge

Background

This nationwide phase 1 clinical trial aimed to enroll 36 patients with
biopsy-confirmed celiac disease across 14 sites. This 2-month study
required 5-7 visits. Despite the COVID-19 pandemic, we completed
recruitment in just 14 months, referring 60% of completed patients.

Challenges for Patients

 COVID-19 pandemic
e Study site response times

» Gluten challenge in Part B Advantages for Patients

e Short participation duration
* Fewer visits

e No gluten challenge in Part A
* No endoscopies

Execution

We launched a comprehensive digital
marketing campaign including website ads,
email, and social media posts. These directed
patients to our hosted study microsite. This
microsite linked to the iQualifyCeliac™
platform featuring a customized online
screening survey. Qualified patients were
phone-screened by our in-house call center
team and assigned to study sites through the
iQualifyCeliac platform.
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Case Study 2: Phase 1b Clinical Trial with Multi-Week Gluten Challenge

Background

This international phase 1b clinical trial aimed to enroll 18
patients across Europe and the US. Despite a multi-week
gluten challenge, we completed recruitment in just 7
months, referring 56% of completed patients.

Challenges for Patients

» Long participation duration
» Extensive gluten challenge
» Few study sites Advantages for Patients

* Remote visit option

e Single dose of study drug

e Improved study site response times

Execution

We ensured study success through an in-
depth protocol review and the establishment
of a patient advisory panel.

We designed a robust marketing campaign o
and developed a hosted study microsite. We 56 /O Of

designed site materials for both US and

international audiences. Com pletEd

A targeted recruitment campaign was Patients WQ Fe
launched, Ii.nked to the i.QuaIifyC.:eIiacTM .

Ellilfz;m with a customized online screening Referred By
Qualified patients were phone-screened by o ur PI‘OCESS.

our in-house call center team and assigned to
study sites via the iQualifyCeliac platform.
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Case Study 3: Phase 2 Clinical Trial With No Gluten Challenge

Background

This phase 2 clinical trial sought to enroll 220 patients across
36 sites in the US and Canada. The 9-month study involved
multiple doses, two endoscopies, and up to 17 in-person
visits. Despite the COVID-19 pandemic and the slow rollout of
responsive sites, we completed recruitment in 36 months,
referring 30% of the completed patients.

Challenges for Patients

e COVID-19 pandemic

e Long participation duration

e Two endoscopies

* Stool and urine samples Advantages for Patients

No gluten challenge

Phase 2 trial

Option for remote visits

Improved accessibility with additional
trial sites added over time

Execution

We implemented several key services, including
the design of a robust marketing campaign and
the development of a hosted study microsite.

4,026

A targeted recruitment campaign was Invited to fﬁiﬁz
launched, linked to the iQualifyCeliac™ Schedule Screened

platform with a customized online screening Phone Screen

survey.
Y 7,666
. : Qualified via 1132
Qualified patients were phone-screened by our Screening Referred to
in-house call center team and assigned to Survey Study Site

study sites via the iQualifyCeliac platform.
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Case Study 4: Phase 2 Clinical Trial With Multi-Week Gluten Challenge

Background

This international phase 2 clinical trial aimed to enroll 50 patients across the U.S.,
Europe, and Australia. Despite a multi-week daily gluten challenge, we completed
recruitment in just 8 months, referring 36% of randomized patients.

Challenges for Patients

e Long participation duration
Extensive gluten challenge
Prolonged period of daily questionnaires

Two endoscopies Advantages for Patients

Long study visits ¢ Single dose of study drug
¢ Phase 2 trial

e Remote visit option

¢ Well-spaced study visits
* Highly responsive sites

Execution

We designed a robust marketing campaign,
study microsite, and site materials for both US and
international audiences.

We supported site selection by identifying and (o)

recommending high-performing sites using data from 36 /O Of
iQualifyCeliac™. We ensured site readiness through a °

dedicated investigator meeting presentation, walking ra ndom Ized
through the study protocol and sharing patient-informed °

retention strategies. patlen‘l:s were
A targeted recruitment campaign was launched, linked to referred by our
the iQualifyCeliac platform with a customized online

screening survey. Qualified patients were phone-screened process.

by our in-house call center team and assigned to study sites
via the iQualifyCeliac platform.
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Case Study 5: Observational Study

Background

This nationwide US observational study aimed to enroll 300 adult and 100 adolescent patients with
celiac disease to assess symptom patterns, quality of life, and psychometric properties of the Celiac
Disease Symptom Diary (CDSD). The 90-day study was fully remote, with no in-person visits required.
We completed recruitment in two months, referring 100% of completed patients and surpassing the
initial enroliment goal by 20%.

Challenges for Patients

e Commitment to complete daily,
weekly, and monthly ePRO for

90 days Advantages for Patients

e Fully remote

* No gluten challenge
Execution * No biopsy confirmation required

e No medical records required

To ensure success, we designed a robust
marketing campaign and study microsite. A
targeted recruitment campaign linked to the
iQualifyCeliac™ platform featured a customized

online screening survey. 1 OOO/O of
To monitor participant performance and provide
compensation, we integrated patient data capture COm pleted
with an ePRO vendor software into iQualifyCeliac. .
Our in-house call center was utilized for patient Pat|ents We re
reminders to complete questionnaires and
notifications of failure to meet payment milestones. Referred By
Virtual ClinCard milestone compensation was
implemented through our Greenphire integration to ou r Process'
ensure seamless monitoring and participant
engagement.
Completed
Completed Qualified via Enrolled Study:
Screening Screening in Study: 480
Survey: Survey: 577 338 adults
1,326 973 142 adolescents
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About iRecruitCeliac

iRecruitCeliac is revolutionizing the patient recruitment landscape for celiac disease through its
innovative use of technology and patient-centric strategies. Our iQualifyCeliac™ platform

centralizes data from all recruitment initiatives, providing real-time statistics, detailed ROI analysis,
and complete transparency. We specialize in targeted digital marketing, comprehensive screening
processes, and seamless patient engagement to connect patients with critical trials and studies,
advancing the treatment of celiac disease.

Our Services Include:

Guided Study Design: Expert guidance to address barriers and optimize efficiency from screening
to study completion.

Patient Advisory Panels: Curated panels to improve satisfaction and retention through a patient-
centric approach.

Impactful Study Branding and Marketing: Compelling digital and print campaigns to ensure
maximum reach and engagement.

High-Performing Study Site Selection: Leveraging a database of high-performing, geo-targeted
study sites to maximize successful outcomes and accelerate recruitment.

Targeted Patient Reach: Utilizing unmatched celiac disease patient databases and extensive digital
reach to connect qualified patients to study opportunities.

Seamless Collaboration: Secure, compliant cloud-based solutions to connect patients, call center
specialists, coordinators, and sponsors, streamlining the screening and tracking process.

Enhanced Efficiency: Patient data capture through eConsent, eCOA, ePRO, eDiary, and wearable
devices, alongside virtual patient compensation, optimizing success and information transfer.

Our Impact:

iRecruitCeliac's strategic approach has resulted in successful recruitment and retention across multiple
trials and studies, setting a new standard in patient recruitment. Our commitment to innovation,
efficiency, and patient engagement makes us the leading choice for advancing celiac disease research.

For more information, visit iRecruitCeliac.org
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Contact Us
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844-593-8169

icureceliac@celiac.org

irecruitceliac.org

21300 Victory Blvd | Suite 300
Woodland Hills, CA 91367
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