
Ultimately, it is expected that such an
approach will reduce the time to patient
access to life-changing medications.
Whilst Project SATURN applies to OI, it is
anticipated that the principles could also
be applied to other rare diseases and
ultimately reduce the time to patient
access to new medications.

Regulatory marketing authorisation is not
enough to ensure patient access to new
medicinal products. Health Technology
Assessment (HTA) bodies may require
data on Effectiveness, Relative
Effectiveness, and Cost-Effectiveness.
Healthcare systems may require data on
Clinical Utility, Savings, and Budget
Impact. Furthermore, the exact
requirements of these bodies vary
country by country, and sometimes even
region to region, resulting in a patchwork
of different data requirements to achieve
effective patient access reimbursement.
In addition, clinicians require data to
make informed clinical management
decisions. This requirement is of key
importance in rare diseases where there
is often limited data and experience at
the time of regulatory approval.

This paper describes an innovative
initiative called Project SATURN:
Systematic Accumulation of Treatment
Practices and Utilization, Real World
Evidence and Natural History Data in the
Rare Condition Osteogenesis Imperfecta
(OI). The objectives of this project are to
generate a common core data set by
utilising existing data sources to meet the
needs of the various stakeholders and
avoiding fragmentation through multiple
approaches (e.g., a series of individual
national requests/approaches, and
unconnected with the regulators’
potential requirements).
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Generate a common core data set by 
utilising existing data sources to meet 
the needs of the various stakeholders 
and avoiding fragmentation through 
multiple data collection approaches. 

Same principles could be applied to 
other rare diseases and ultimately 
reduce the time for patient access to 
new medications.
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