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nformed consent for clinical research is an ethical and legal imperative.
However, in practice many patients enrolling in clinical trials do not
understand the key pieces of information contained in the traditional
lengthy and technical informed consent forms (ICFs).

If a patient enrols in a trial without adequate understanding, they may be
unknowingly taking on risks or commitments which they might personally
consider unacceptable. Incomplete understanding of the study procedures
and requirements may lead to increased likelihood of drop-outs and protocol
deviations, which can put the validity of the entire trial at risk. 3

Frequently, in rare disease indications, protocol procedures are complex,
and may require numerous clinic visits and assessments. There are often
additional consenting requirements for genetic testing, collection of
biospecimens, and collection of registry data, for example. Such
challenges increase the burden on the patients and their families, and on
the site staff.1 Also, approximately 50% of rare diseases affect children,
bringing about further challenges in the consenting process for rare
disease trials.2

Trials in rare disease indications typically have a limited pool of suitable
candidates to recruit from in the first place.1 Thus, adequate consenting and
retention of eligible participants is of particular importance for rare disease trials.
Building on fifteen years of Clinical Trial eLearning experience on more than
1,000 studies, FIRECREST have developed a patient-centric, interactive,
multimedia eConsent solution, based on evidence-based research with
Carnegie Mellon University.
FIRECREST eConsent facilitates patient comprehension and retention of the key
pieces of trial information relevant to their decision-making.
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By engaging and empowering rare disease patients and their families, and by reducing the burden on clinical trial staff, FIRECREST eConsent
improves the patient consenting experience and simplifies clinical trial conduct. By prioritising the key pieces of information that patients hold as
most important to them, FIRECREST eConsent ensures that patients are put first during the recruitment process, leading to higher engagement in
the consenting process, and better knowledge retention of this key information.
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