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Situational Analysis & Problem Statement

Drug development for patients with rare cancers pose particular challenges 
due to their low prevalence

Clinical trials in these rare cancer settings are very challenging:
- Difficulty in recruiting patients due to their rarity
- Unpredictability of the potential patient location (geographically 
and hospital department specialty)
- Recruitment of these patients can take many years

Given rarity of populations and difficulty of prospective trial enrolment, 
sponsors need to think differently when developing drugs for rare cancers



Impact on Clinical Trials During COVID19
A few things we learnt

• Investigators reported that 57% of patient 
interactions were conducted remotely

• Most physicians (90%) said essential factors for 
virtual health were absent in their practices

• In most hospitals and healthcare institutions, 
there is a shortage of staff to treat patients and 
almost no ability to conduct Clinical Trials (CTs).

• The overall remote investigator interactions is 
expected to increase by up to 78% post-
pandemic

Daily Life of Investigators

F2F Patient Interactions with Investigators

• By April 2020, a significant delay in enrollment 
timelines, only 14% of EU and 20% of US Onc 
studies recruited patients to plan

• In the UK, CTs had to be stopped, paused or 
delayed, impacting 126,000 patients

• Inability to travel to sites for the visits due to 
travel restrictions or quarantine

• Distrust of patients of coming in for non-essential 
visits

Impact on Patient Lives

Impact on Clinical Trial Enrollment 

Source: Deloitte Consulting A.G



Site and patient centric interventions 
Highly leveraged to manage COVID19 disruption

Source: Illustration by McKinsey & Company

eSignature

and

Clinical outcome assessment (COA): Measurement used to evaluate patient safety and quality of life; COA measures include: Patient-reported outcome (PRO)



Innovative technologies and approaches 
in clinical trials





(oral capsule)

NCT04644315 https://clinicaltrials.gov/ct2/show/NCT04644315?term=alpha-t&draw=2&rank=1



Operational approach:
Patient identification and inclusion into the study
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ALpha-T patients’ visits  in practice
ALPHA-T USA model



Transforming Operational Logistics
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SCIENCE 37
STUDY TEAM

Telemedicine-based study visits at home

• Participant recruiting
• Remote electronic consent
• Participant set-up and training
• Local medical ecosystem
• Participant calendar & coordination
• Home IMP delivery
• Mobile research nursing
• Participant and local provider data collection

Coordination & Support

INVESTIGATOR

NORA connects the patient with the investigator and Science 37 study team to collect all trial data from home ( EU 
General Data Protection Regulation compliant)
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It all started in 2018...

Interaction with 
Swimedic

2018

Health Authorities

Roche:  
engagement on 
agnostic tumours

Sc.37: on 
decentralized 
trials

● ALpha-T sumbited to 
FDA

● FDA clearence
● Protocol published
● Interactions with FDA-

OCE & EMA-IFT
● Processes & DB ready
● Investigator meeting
● 1st State activation

Co-creation: 

to solve the low 
prevalence & 
agnostic tumour 
with a 
decentralized 
approach.
Collaboration 
Roche - FMI - Sc.37

2019

1st patient screened

20212020



Next Steps

Primary Analysis
(50th patient 
reaching week 24) 
~Q3-2024

2021

FPI 
May 
2021

• F-up Call with Swissmedic 
• Discussion with sites in Spain 

(Vall d’Hebron - Dr. Tabernero)
• The UK Crities hospital – Dr 

Matt Krebs
• HA interactions: Denmark, 

Spain, UK, Sweden 
• Opening European countries

Implement Audit Plan 
for this new model 
concentrating on 
Science 37

2022

Interim Analysis 
(15th patient reaching 
week 8; ~Q3-2022)

2024...



Main challenges we need to collectively 
address for patients

Wide variability on the possibility to conduct decentralized trials in the different EU 
countries, with regards to local application of:

- Remote Principal Investigator
- Telemedicine
- Home Nurse
- IMP delivery at home
- Local Imaging Centers

Some countries are more amenable to this concept whereas others face more 
challenges due to constraints coming from National Laws

Ensure that data integrity and quality is not compromised to support registration



Thank you for your attention

Time for questions and considerations you would like to 
share



Back up



eCRF data integration Science 37 Platform 
(NORA) -> Roche database (RAVE)

De-risks the Data Integrity elements of the study

● eCRF data is collected in Science 37 Platform which mimics RAVE eCRF’s

● Real time eCRF data integration from Science 37 Platform to RAVE

● Process is as per normal study for:
○ DM and Science cleaning and query 
○ Coding
○ Now SAE reporting and reconciliation





Challenge / Safety of Patients



Challenge / Quality of data for primary analysis



Potential Research Questions

Research Question Comparison Of Trial Site Vs. Remote 
Assessments

What is the effect of allowing for 
remote laboratory assessments?

Compare missing data rates, out-of-
window rates
Compare dose modification rates, 
adverse event/serious adverse event 
rates

What is the effect of allowing for 
remote imaging assessments?

Compare missing data rates, out-of-
window rates
Compare scan quality (interpretable 
vs. uninterpretable)

What is the effect of telemedicine 
replacing in-person follow-up clinic 
visits?

Compare missed visits, out-of-
window visits
Compare dose modification rates, 
AE/SAE rates

What is the effect of allowing remote 
investigational product 
administration?

Compare missed doses, dose 
modifications


