Multisite investigator-initiated trial cost drivers

Site payments- incl per patient payment, any site start up fees and any tests that are
not considered standard of care, pharmacy fees, medical physicist report, access to
medical records for monitoring, any third party lab provider fees. Consider whether sites
need regional patient support grants.

For licT this is not usually costed out, but a recognition of site effort is made in payment
of a site start up fee, and a per patient payment. The latter may be subject to milestones
of enrolment, randomisation, clean data return etc.

Trial centre quote- usually covers Sponsor fees, site coordination, site payments and
contracting, regulatory notification, HREC and governance submission incl. PICF
preparation, Trial Master File, SAE management, CRF and database build and testing,
patient enrolment, data collection, cleaning (validation and verification) and extracts,
monitoring (remote or site), close out, archiving.

Statistician- initial study design and sample size, preparation of the protocol,
preparation of the Statistical Analyis Plan, reports for SDMC, analyses, manuscript
input

HREC, governance and CTN fees- the lead HREC site may attract a higher payment.
These fees may be in the trial centre quote.

IMP management- labelling, release, forecasting, distribution. This may be part of the
trial centre quote.

Courier costs for sample transport. If sites can store frozen samples on site, a single
batch shipment at end of study can be more economical.

Service providers for central review or correlative studies

Amendments- PICF or protocol



